IHocranosiaenue IpaBurenscrea PO ot 14.12.2018 Ne 1556 «O0
YTBEPKACHUU MOJI0KEHNSI 0 CHCTeMe MOHUTOPUHIA ABUKEHMSI
JIEKAPCTBEHHBIX MPENnapaToB JIsl MEANIIUHCKOT0 IPHUMEeHEeHHU

MNOCTAHOB/IEHUE
ot 14 pekabps 2018 r. N 1556

OB YTBEPXXAEHUN NONOXKEHUA
O CUCTEME MOHUTOPUHTIA ABUKEHWA NEKAPCTBEHHbDIX NMPEMAPATOB
ana MEAUUNHCKOro NnPMMEHEHUA

CNM1COK M3MEHSIOLLMX AOKYMEHTOB
(8 pea. MNoctaHoBneHua Mpasutensctea PO ot 30.08.2019 N 1118)

B cooTtBeTcTBMM Cc YacTamK 5 - 7 cTaTb 67 PepepanbHoro 3akoHa "O6 obpalleHMM NeKapCcTBEHHbIX
cpeacTs" MpaBuTenbcTBo Poccuiickon degepaupnm NocTaHoOBAAET:

1. yTBepAMTb npunaraemoe MNonoxeHne o cucteme MOHUTOPUHIa ABUXEHUA NEKAPCTBEHHbDIX
npenapatos Ana megunumMHCKOro npuMmeHeHuA.

2. Peanusauma HaCTOALLLEro NOCTAaHOB/IEHMA OCYLLECTBAAETCA COOTBETCTBYOWMMU deaepasibHbIMM
opraHamu WCMNONHUTENbLHOW BflacTM B MNpefenax YycTaHoB/AeHHOW [paBuTenbcTBOM PoccuiicKoi
depepaummn  npefenbHOM  UYMCNEHHOCTM  UMX  PabOTHMKOB U OLOAMKETHbIX  aCCUMTHOBAHUN,
npeaycMoTpeHHbIX MM B deaepanbHOM Olof)KeTe Ha PYKOBOACTBO W ynpaB/ieHMe B cdepe
YCTaHOBAEHHbIX QYHKLNIA.

3. HacTtoAwee nocTtaHoBAEHME BCTynaeT B CUNY CO AHA ero OCI)VILI,VIa}'IbHOFO OI'Iy6}'IVIKOBaHV|ﬂ, 3a
NCKKOYEHNEM I'IOJ'IO)KEHVIﬁ, YKa3aHHbIX B NYHKTE 4 HacToALWEro NOCTaHOBAEHMA.

4. TlonoxeHue O CUCTEME MOHUTOPUHIA [ABWXKEHUA JIEKApPCTBEHHbIX MPenapaTtoB AAs
MEANUMHCKOTO  MPUMEHEHMUA, YTBEPXKAEHHOE  HACTOALMM  MOCTAaHOB/JEHMEM, B  OTHOLIEHMM
npoussoauTenei N1eKapcTBEHHbIX CPEACTB B YaCTM HAHECEHMA HA NEPBUYHYIO YNAKOBKY (B OTHOLIEHUM
JIeKApPCTBEHHbIX MNPENApaToB A8 MEAMUMHCKOTO MPUMEHEHMA, A1A KOTOPbIX He npeaycMoTpeHa
BTOPMYHAsA YNaKoBKAa) M BTOPUYHYIO (NOTPEOUTENbCKYIO) YNaKOBKY NEKAapPCTBEHHbIX MPEnapaTtoB Ans
MeANUMHCKOTO NMPUMEHEHUA CpeacTBa UAEHTUPUKALMK, A TAKKe B OTHOLIEHUU HOPUAUYECKUX NULL, U
WHOMBUAOYANbHBIX NpeanpuHMMaTenei, OCYLLEeCTBAAIOWMX MNPOU3BOACTBO, XPaHeHWe, BBO3 B
Poccuiickyto  ®depepaumio, OTNYCK, peanusauuio, nepegady, nNPUMEHEHWE W  YHUYTOXKeHUe
JIeKApPCTBEHHbIX MPENApPaToB AN MEAMUMHCKOIO MNPUMEHEHUA, B 4YacTM BHeCeHWs MHPopmaumm o
JIeKapPCTBEHHbIX Mpenapatax A4 MeAWMLUMHCKOroO MPUMEHEHUS B CUCTEMY MOHWUTOPUHIA ABUMKEHMA
JIeKapCTBEHHbIX NPEnapaToB A58 MegULMHCKOro NpUMEHEHUs BCTyNaeT B CU/Yy CO AHA BCTYNJIEHUA B
cmuny ab3aueB BTOPOro n natoro noanyHkra "6" nyHkta 7 ctatbn 1 ®egepanbHOro 3akoHa ot 28 aeKabps
2017 r. N 425-®3 "O BHeceHUU nameHeHui B desepanbHbit 3akoH "O6 06palleHMM NeKapCTBEHHbIX
cpeacTs".

MNpeacepatens MNpaBuTtenscrea
Poccuinckoit egepaumm
O.MEOBEAEB

YTBEpKAeHOo

noctaHosneHnem [paBuTeNbCTBA
Poccuitckoit degepaumm

oT 14 nekabpna 2018 r. N 1556



MpumevaHue:
O nopAagke BcTynaeHua B cuay MosoxKeHma cm. M. 4 4aHHOTO JOKyMEHTa.

NONOXEHUE
O CUCTEME MOHUTOPUHTA ABUKEHWUA NEKAPCTBEHHbIX NMPEMNAPATOB
Ana MEAUUNHCKOro NnPMMEHEHUA

Cn1COK M3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBneHMA MpaButensctea PP ot 30.08.2019 N 1118)

|. O6wme nonoxkeHma

1. Hacroawee MNonoxeHne onpegenser:

a) nopAgoOK HaHeceHWa CpeacTBa MAEHTUOMKALMM  NIeKapCTBEHHOTO npenapata  Aaa
MeAMLMHCKOrO NPUMEHeHUn (Janee - NeKapcTBEHHble MnpenapaTtbl), TpeboBaHMUA K ero CTPyKType U
dopmaty nHGoOpMaLLMK, KOTOPYIO COAEPHKUT CPeacTBO MAEHTUOUKALMM NIEKAPCTBEHHOrO Npenaparta, u
€ro XapaKTepUCTUKY;

6) nopAdOK CO34aHMA, pPasBMTMA, BBOAA B 3KCMAyaTauuio, 3KCMyaTauMuM W BbiBoga W3
3KCMAyaTauuMn CUCTEMbl MOHMTOPUHIa ABUMKEHUA JfIeKAapCTBEHHbIX MpenapatosB (ganee - cuctema
MOHUTOPUHTA);

B) NOpPAOOK B3aMMOAENCTBMA CUCTEMbl MOHWUTOPMHIA C  WHBIMU  TOCYAAPCTBEHHbIMMU
MHPOPMALMOHHBIMK  CUCTEMAMU U MHOOPMALMOHHBIMA  CUCTEMAMMU  IOPUAMYECKUX UL, U
UHAMBUAYANbHBIX NPeAnpUHUMATENEN, YKa3aHHbIX B YacTax 7 1 10 cTatbu 67 depepanbHOro 3akoHa
"06 obpalleHNM NekapCTBEHHbIX cpeacTs”;

I') nopAAaOK BHeECEHNA B CUCTEMY MOHUTOPUHIA LOPUANYHECKMMU NNUAMU U NHOAUBULAYAIbHbIMU
npegnpunHnMmartenamm, ocyuw,ecrsnarowmmm npon3soncteso, xpaHeHne, BBO3 B POCCMVICKYI’O tDe,u,epau,mo,
oTnycCK, peanansauunto, nepeanadvdy, nNpuMMeHeHUe U YHUYTOXEHUE JNIEKAPCTBEHHbLIX MNpPenapaTtos,
MHd)OpMaLI,MM O /1IEKAPCTBEHHbIX NpenapaTtax h ee COCTas,

) nopAaaoK npeaocTaBaeHNA MHPOPMaLMK, cCoaeprKaLlLeiica B CUCTeMe MOHUTOPUHTA.
2. NoHaTMA, ncnosb3yemble B HacToalem MoN0MKeHMM, 03HaYaloT caeaytollee:

"arpernpoBaHune" - npouecc obbeAMHEHMA JIEKAPCTBEHHbLIX MNpPenapaTtoB Ha Jobom 3Tane
06paLleHna NeKapcTBEHHbIX NpenapaToB cybbekTomM 06paLLeHNA EeKaPCTBEHHbIX CPEACTB B FPYMNMNOBYHO
YNaKOBKY C HaHeCeHMeM COOTBETCTBYHOLLErO rPYNMnOBOro KoAa TPETUYHOW (TPAHCMOPTHOM) ynaKoBKM
NIeKAPCTBEHHbIX NPenapaToB U C COXpaHeHMeM MHbOPMaLMM B CUCTEME MOHUTOPUHIA O B3aMMOCBA3U
CpPeacTs MAEHTUPUKALMM KaXKLOoro BNOXKEHHOIO B FPYNNOBYIO YNaKOBKY JIEKAPCTBEHHOrO npenapaTa
rPynnoBbIM KOAOM TPETUYHOW (TPAHCMOPTHOM) YNAaKOBKM NEKAPCTBEHHbIX MPEnapaTtosB CO343aBaeMoOM
rPynnoBOM YNaKoBKMY;

"BBOA, B 060POT /IeKAaPCTBEHHbIX NpenapaTos’:

npyv npousBoAacTBe Ha Tepputopum Poccuiickoint deaepaunm - onepaumu, NPoOU3BOAUMbIE C
NeKapcTBEHHbIMX MNpenapaTamu OT MPOXOXAEHMUA MPOM3BOACTBEHHOM cTaaumM $GacoBKM (ynaKoBKM)
NleKapCTBEHHbIX MPEenapaTtoB B MEPBMYHYID YMNAKOBKY JIEKApCTBEHHOro npenapaTta (B OTHOLEHUM
NleKapcTBEHHbIX NpenapaTos, A1 KOTOPbIX He NpeaycMOoTPeHa BTOpMYHan (NoTpebutenbckan) ynakoBkKa
NleKapcTBEHHOTO NpenapaTa) U BTOPUYHYHO (NOTpebuTenbcKyro) YNakoBKY NEeKapCTBEHHOMO npenaparta
[0 3aBepLIeHNA NPOU3BOACTBEHHOMN CTaAMM BbIMYCKAIOLLETO KOHTPO/IA KauyecTBa;



npv NPOM3BOACTBE BHE TeppuTopumn Poccuitickolt Pesepaumn (3a UCKNOYEHWEM JIEKAPCTBEHHbIX
npenapaTos, BBO3MMbIX U3 rocy4apcTB - Yi1eHoB EBPa3sMiACKOro 3KOHOMMYECKOro Coto3a) - onepauuu,
NpoM3BOAMMbIE C J/IeKApCTBEHHbIMM NpenapaTamu OT MNPOXOXAEHMA NPOU3BOACTBEHHOW CTaguu
BbIMYCKAIOWEro KOHTPOASA A0 3aBeplleHMA TaMOXEHHOM npoueaypbl BbiMycKa A1A BHYTPEHHEero
noTtpebeHnn Npu BBO3e NEKaPCTBEHHbIX NpenapaTtos B Poccuitckyo ®eaepaunto;

npyv MNpPoOU3BOACTBE BHe Tepputopum Poccuiickoit Pepepaumm B OTHOWEHMU NEKAPCTBEHHbIX
npenapaTos, BBO3MMbIX M3 rOCYAapcTB - YaeHOoB EBPasuMiiCKOro 3KOHOMMYECKOro COto3a, - onepauuu,
NPOM3BOAMMbIE C JIEKAPCTBEHHbIMM NpenapaTamu OT MNPOXOXKAEHUS NPOU3BOACTBEHHOW CTaguwu
BbIMYCKAIOLLEro KOHTPOA 40 Pa3MeLLEHUA IEKaPCTBEHHbIX NpenapaTos Ha GapMaLeBTUYECKOM CKage
M NPOXOXKAEHMA NpoLeayp NoATBEPKAEHNA COOTBETCTBUSA JIEKaPCTBEHHbIX NPernapaTos;

"BTOpuUHas (NoTpebuTenbcKkasn) ynakoBKa IeKapCTBEHHOTO NpenapaTa” - ynakoBKa, NOCTynatoLLas
K noTpebuTtento M cayxkawan AnA pasmMelieHus eaAMHWYHOW MepPBUMYHOM YMNAaKOBKM JIEKapCTBEHHOMO
npenapaTta uavM o6begMHALWAA HECKOIbKO NEPBUYHBIX YNAKOBOK JIEKapCTBEHHbIX NpPernapaTos;

"BblBOA, M3 060POTa NEKAPCTBEHHbIX NPenapaToB” - peannsauns, Npoaaxa u oTnyck (B Tom uncne
No peuenTy) NeKapCTBEHHbIX NpenapaToB MNOTpebuTento, NPUMEHeHWe, nepegadya Ha YHUUTOMKEHWe,
yTpaTa W CnucaHWe NeKapCTBEHHbIX MpenapaTtos, oT6op 06pasLOB, BbIBO3 paHee BBE3EHHbIX B
Poccuiickyio depnepalmio NeKapcTBEHHbIX MpenapaTtoB (PesKkCrnopT), a Takke BbiBoA M3 06opoTa Mo
WHbIM NPUYMHAM;

"rnobanbHbii  MAEHTUPUKALUMOHHLIN HOMEpP TOProBOM eaAuMHUUbI" - YHUKaNbHbIA  Koa,
npucsanBaemblii rpynne TOBapoB MpWU UX ONMcaHuUM B MHGOPMaLMOHHOM pecypce, obecneynsaroLLem
YUYeT U XpaHeHMe JOCTOBEPHbIX AaHHbIX O TOBapax Mo COOTBETCTBYHOLLEN TOBAPHOM HOMEHKNATYPE;

"rpynnoBas ynakosKa" - crpynnupoBaHHble YNaKOBKM (MepBuYHas, BTOpMYHas (noTpebuTtenbckas),
TpeTMYHan (TPaHCNOPTHasA) YyNaKoBKM IEKAPCTBEHHOrO Npenapara);

"rpynnoBoii Koa'" - yHUKanbHas ANA KaxKAoh OTAeNbHOW TPeTUYHOW (TPaHCMOPTHOM) YyNaKOBKM
JIeKapCTBEHHOrO Npenaparta KOMbUHaLMA CMMBOJIOB, NPeACcTaB/eHHAn B BUAE IMHEMHOTO WTPUXOBOTO
Koaa, GopMUpPyEMOro SMUTEHTOM IPYNMOBbIX KOA0B;

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

"npoeHtnduKkatop npumeHeHms" - npeduKc, npeactasaarOWMn coboir Habop M3 2 nam Gonee
3HAKOB, PACMOJ/IOKEHHbIV B HaYyane 3/1eMEHTHOM CTPOKMU U OA4HO3HAYHO ONpeaenAtolmMi HasHaYeHe n
dbopmaT nona AaHHbIX, creaytoLero 3a npedukcom;

(8 pea. MoctaHoBneHuMn Mpasutenbctea PP ot 30.08.2019 N 1118)

"MHAMBUAYANbHbBIA CEPUNHBIN HOMEpP TOProBoM eanHULbl" - LMdppoBas nan GykBeHHo-LMPpoBas
nocaea0BaTeNbHOCTb;

"Ko4, MapKMpPOBKKU" - yHMKaNbHAA MocC/aenoBaTe/IbHOCTb CMMBOJIOB, COCTOALLAA M3 CEPUIMHOrO
rnob6anbHOro NAeHTUPUKALMOHHOTO HOMepa TOProBOM eauMHULBI U KOAA NPOBEPKK, popMmmnpyemas ons
uenen MAEHTUPUKAUMM NEepPBUYHOM YMaKOBKM (B OTHOLIEHUW JNIEKAPCTBEHHbIX NpPenapaTtoB Ans
MeANUMHCKOTO MPUMEHEHUA, ANS KOTOPbIX He NpeaycMOTpPeHa BTOPMYHAs YMaKOBKa) M BTOPUYHOM
(noTpebunTenbCcKo) ynakoBKK IeKAPCTBEHHbIX NPenapaToB 418 MeAULMHCKOro NpUMeHeHNs;

(ab3au, BBeaeH MNoctaHoBneHMem Mpasutenbctea PO ot 30.08.2019 N 1118)

"Koa, npoBepkM" - cMMBOJIbHAs MOC/AeA0BaTeNIbHOCTb, NPeAoCTaBAsiemMan ONepaTopom CUCTEMbI
MOHUTOPUHIA 3MUTEHTAM CPeacTB MAEHTUOMKALMM NEeKapCTBEHHOro npenapaTta M cocToAwan w3
naeHtTuduMKaTopa (MHAMBMAYANBHOrO MNOPALKOBOrO HOMEpPA) K/A4Ya NPOBEPKU M 3HAYEHWUs Koaa
NpPOBEPKMK;

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 30.08.2019 N 1118)

"NeKkapcTBeHHble nNpenapaTbl, MapKUPOBaHHbIE CPeaCcTBaMU UAEHTUGUKAUMN" - NEeKapPCTBEHHbIE



npenaparbl, Ha KOTOPble HaHeceHbl CpeacTBa NaeHTUGMKALMN N AOCTOBEPHbIE cBeaeHMA (B TOM Yncne
CBEAEHMA O HAHECEHHbIX Ha HMX CPeACTBaxX MAEHTUOUKAUMKM M (UAKM) MaTepuanbHbIX HOCUTENsX,
cogepalumx cpeactsa MAeHTUGUKaLMM) O KOTOPbIX B YCTAHOBJAEHHOM MOPAAKe nepedaHbl B cUCTEMyY
MOHUTOPUHTa;

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

"MapKMpPOBKa YyNaKOBOK JIeKapCTBEHHbIX MPenapaToB cpeacTBaMn MAeHTUPUKaUUKN" - HaHeceHne
cpeacTs UAEHTUPUKALMM Ha BTOPUYHYIO (NOTPebUTenbCKyto) YNakoBKY IeKapCTBEHHOIO npenapara (a
npw ee OTCYTCTBUM - Ha NEPBUYHYIO YNAKOBKY SIEKAPCTBEHHOTO Npenapara);

"onncaHWe NekapcTBEHHOTO npenapata” - nepeyeHb XapaKTePUCTUK, PAa3MELLEHHbIX CyObeKTOM
obpallleHnna  NeKapCTBEHHbIX  CpPeacTB B COOTBETCTBylOWEM  MHOOPMALMOHHOM  pecypce,
obecneynBaloLwem y4eT U XpaHeHMe LOCTOBEPHbIX AAaHHbIX O TOBapax Mo COOTBETCTBYOLWEN TOBapHOM
HOMEHKNaType;

"NnepBMYHas yMaKoBKa JIEKAPCTBEHHOro npenapata’ - cpeacTBO WM KOMIJIEKC CPeacTs,
obecneymBaloLMX 3alWMUTY NEKAPCTBEHHbIX MNPenapaToB OT MOBPEXAEHUA W MoTepb, BO3AENCTBUA
OKpy)Katlolen cpeabl, 3arpA3HEHUA M UMEKWMX HEeNoCPEeACTBEHHbIA KOHTAKT C /leKapCTBEHHbIMU
npenapatamu;

"peructpatop BbIGLITUA" - NporpammHo-annapatHoe WudpoBanbHoe (KpunTorpaduyeckoe)
TEXHUYECKOE CPefCTBO, BK/OYalolee B ceba TexHMUeckoe CpPeacTBO MPOBEPKM KOAOB MPOBEPKW, B
OTHOLWeEeHMK KoToporo PepepanbHon cay:bon 6esonacHocTn Poccuitckolt Pegepaunm BblgaH 4OKYMEHT
0 ero COOTBETCTBUM YCTAaHOBNAEHHbBIM TPEOOBAHUAM K LMPOBAbHbIM (KpMnTorpadmyeckum) cpeacteam
3aWmTbl MHGOPMALUKM, AEUCTBYIOWMM B OTHOWEHMU WKPPOBaAibHbIX (KpUnTorpapuyeckmx) cpeacrs,
npefAHasHaYeHHbIX 418 MNPOBEPKM KOAOB MAPKMPOBKM, U UCNOAb3yemoe cybbeKkTamu obpalieHus
NIeKAPCTBEHHbIX CPEACTB A1 06MeHa MHPOPMALIMEN C CUCTEMO MOHUTOPUHTA B YacTh GopmUpoBaHUA
W nepesayu B 3Ty CUCTEMY CBELEHMI O BbIBOAE M3 060POTA JIEKAPCTBEHHbIX NPENapaTos;

(8 pea. MoctaHoBneHus MNpasutenbctea PP ot 30.08.2019 N 1118)

"cepuiiHbii rnobanbHbIN NMAEHTUDUKALMOHHBLIA HOMEpP TOProBoM eauMHWUUbI" - YHUKaNbHbIN
naeHTMOMKaToOp BTOPUYHON (NOTPebUTENbCKON) YNaKoBKM fieKapcTBEHHOro npenaparta (B ciyyae ee
OTCYTCTBMA - NEePBUYHON YNAKOBKM NEeKapCTBEHHOro npenapata), popmupyemblii nyTem gobaBaeHUs K
rnobanbHOMy WAEHTUGUKALMOHHOMY HOMEPY TOProBon eaAuMHUUbl WHAMBUAYANbHOTO CEPUIAHOro
HOMepa TOProBoW eANHULbI;

"cpenctso MaeHTUOMKauUK" - Ko MapPKMPOBKM, NpeacTaB/eHHbIA B MawMHo4YMTaemon popme
WAM  C WCNO/Mb30BAaHMEM WMHOTO CPeacTBa  (TeXHOMOrMW) aBTOMATUYECKOW  UAeHTUMKaLMMK,
dbopmupyembli  ANA  HAHECEHMA Ha BTOPUYHYHO (NOTPebUTENbCKYt0) YMaKOBKY NEKapCTBEHHOTO
npenapara (B cayvyae ee OTCYTCTBUA - HA NEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOrO NpenapaTa) meToaamu,
He [O0NyCKaloWUMM OTAENEHUA CpeacTBa MAEHTUOUKAUMKM U (MAKM) MaTepuanbHbIX HOCUTENEN,
coAeprKallMx cpeacTsa NaeHTUOUKALUK, OT YNAKOBKKM IEKAPCTBEHHbIX NpenapaTos 6e3 noBpexxaeHui;
(8 pea. MoctaHoBNeHUA Mpasutenbctea PP ot 30.08.2019 N 1118)

"cybbeKkTbl 0bpalleHns NeKapCTBEeHHbIX cpeacTB" - puaMyeckne avua U MHAMBMAYaASbHbIE
npeanpuHMMaTeNn, OCyLLecTBAAIOLWME MNPOM3BOACTBO, XpaHeHuWe, BBO3 B Poccuitckyio deaepauuio,
OTNYCK, peanusauuio, nepeaady, npUMeHeHne U YHUUTOXKEHME NEeKapCTBEHHbIX NPenapaTos;

"TpeTMyHaa (TpaHCNOPTHasA) YyNaKoOBKa JI€KapCTBEHHOro npenaparta" - rpynnoBas YMNaKoBKa,
ncnonbsyemaa ANA XpaHeHWA, NEepPeBO3KM M MepeMeLLeHMA /IeKapCTBEHHOro npenapata  Mexay
cybbekTamm 06paLleHns NeKapcTBEHHbIX CPeaCTs;

"ycTpolicTBo pernctpaumnu amumccum” - nporpammHo-annapaTHoe wudpoBanbHoe
(KpunTOrpaduueckoe) TexHMYECKOe CPeACTBO, BKAtOUYalolee B cebs TEXHUYECKoe CpencTBO NPOBEPKU
Koga NpoBepKM NMBO COOTBETCTBYHOLLee TPeboBaHMAM K TeXHWYECKOMY CPeAacTBY MPOBEpPKM Koaa



NPOBEPKMN, UCMOIb3YEMOE IMUTEHTOM CPEACTB UAEHTUOUKALMMK N5 NOAYYEHUA KOL0B MAapPKUPOBKU U
obmeHa uHPopmaumer c CUCTEMON MOHMTOPMHIA B 4YacTM nepegavym B 3Ty CUCTEMY CBEAEHWI O
MapKMpPOBKEe BTOPUYHOM (NOTpebutenbCcKoM) YNaKOBKM JIEKAPCTBEHHOrO mnpenapaTa (B caydyae ee
OTCYTCTBMA - MEPBMYHON YNAKOBKM JIeKAPCTBEHHOrO MpenapaTta) cpeacTBamMu uAeHTUdUKaLMK, B
OoTHOLWeHMn KoToporo PeaepasibHOM cny»Kboit 6ezonacHocTu Poccuinckon ®egepaumnm BblaaH AOKYMEHT
0 ero COOTBETCTBUM YCTAaHOBNAEHHbIM TPEOOBaAHMAM K LMPOBaA/IbHbIM (KpMnTorpadmyeckmm) cpeacteam
3aWmTbl UHGOPMaUUK, AENCTBYIOWMM B OTHOWEHMM WNPPOBANbHBIX (KpMnTorpaduyecknx) cpeacrs,
npeaHasHaYyeHHbIX 410 NPOBEPKM KOAOB MapKUPOBKU;

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

"pacoBka  (ynakoBKa) neKapcTBeHHOro npenapata’ -  NPOU3BOACTBEHHasA  CTaaus,
npeaycmaTpmBaloWwas  NOMELLEHME  NEeKAapCTBEHHOTO  MpenapaTa B MEPBMYHYID  YMAKOBKY
NIeKapCTBEHHOrO MpenapaTta WAM BO BTOPUYHYLO (MOTPEOMTENbCKYHO) YMAaKOBKY J1IEKAPCTBEHHOIO
npenapara;

"3SMUTEHT rpynnoBoro Koaa" - cybbeKT obpalleHna NeKapCcTBEHHbIX CPeACTB, OCYLLEeCTBAAOLWMUIMA
dbopmmMpoBaHME W HaHeceHWe TrpPynMnoBOro KoAa Ha TPETUUHY (TPaHCMOPTHYIO)  YMaKoBKY
NleKapcTBEHHbIX NpenapaTos;

"IMUTEHT  cpeacTB  MaeHTUPUKaummu" -  npousBoAUTENb  JIEKAPCTBEHHbIX  CPeAcCTs,
OCYLLECTB/IAILINK NPOU3BOACTBEHHYIO cTaauto $acoBKM (YNaKOBKM) JIeKapCTBEHHOro npenapaTa c
HaHeceHMeM CpeacTB MAEHTUOMKALMU Ha BTOPUYHYIO (MOTPEBUTENbCKYIO) YNaKOoBKY NeKapCTBEHHOro
npenapata (a npuM ee OTCYTCTBUM - Ha NEPBUYHYIO YNAKOBKY JIeKapCTBEHHOro npenapara), - npu
Npou3BOACTBE JIEKapCTBEHHOro npenapaTta Ha Tepputopuu Poccuitickon Pepepaunn, nan aeprkatenb
nmbo Bnagenel, pPerncTpauMoHHOrO  YAOCTOBEPEHMA  JIEKApPCTBEHHOro npenapaTta (ganee -
perncTpaunmoHHoe yaoCTOBEPEHME) - NPU NPOU3BOACTBE JIEKAPCTBEHHOMO NMpenapaTta BHE TEPPUTOPUM
Poccuitickoit  depepaumn, uAM NPeACTaBUTENbCTBO WHOCTPAHHOW OpraHuMsauMmM Ha TeppuUTOpUM
Poccuitickoit  Pepepaunn, asaawolwenca gepxkatenem nMbo  BAagenbLeEM  PErncTPaLMOHHOro
YyOO0CTOBEPEeHUsi, - MpPUM MPOU3BOACTBE JIEKAPCTBEHHOrO Mpenapata BHe Tepputopum Poccuiickoin
depepaumn.

Il. XapaKTepuctuku cpeacrtsa naeHTuduKaumm, nopaaok ero
HaHeceHUA u TpeboBaHUA K CTPYKTYpe u popmaty mHpopmauuu,
KOTOpPYIO COAEPXKUT CPEACTBO MACHTUPUKALUKU

3. CpeActBo MAEHTUOUMKAUMM MPU HAHECEHMM Ha BTOPUYHYIO (MOTPeBUTENbCKYI0) YNaKoBKY
NleKapcTBeHHOro npenaparta (B ciay4ae ee OTCYTCTBMA - Ha MEPBUYHYIO YMNAaKOBKY NEKapCTBEHHOro
npenapara) COOTBETCTBYET C/IeAyOLMM XapaKTepUCTUKaMm:

a) ABYXMepHbI LITPUXOBOM KOA HaHOCUTCA TOYEYHbIMU CMMBONAMMU B COOTBETCTBMM C
TpeboBaHMAMM HaUMOHaNbHOro cTaHgapTa Poccuitickoi deaepaumm (FTOCT P UCO/MIK 16022-2008
"ABTOMaTU4ecKas uaeHTUdMKaumA. KoamposaHue wTpuxoBoe. CrneunduKkaums cumsoauku Data
Matrix"), KoTopblii yTBEpKAeH NprMKasom desepanbHOro areHTCTBa No TEXHUYECKOMY PeryanpoBaHuio 1
MeTpoornu;

6) OBYXMEPHbIM LITPUXOBOM KOA HAHOCMTCA C YypPOBHEM Kjaacca KadvectBa C wuaum Bblwe B
COOTBETCTBMM C TpeboBaHUAMM HaLMOHaNbHOTO cTaHAapTa Poccuiickoit ®eaepaumu (TOCT P MCO/MIK
15415-2012 "MHbOpMaAUMOHHbIE TEXHONOTMU. TEeXHONOIMM aBTOMATUMYECKOM MaeHTUdMKaumm m cbopa
AaHHbIX. CneunduKauma MCMbITaHUA CMMBONOB LUTPUXOBOTO KoAda A0S OLUEHKM KayecTBa MneyaTtu.
ABymepHble cMMBOJIbI"), KOTOPbIN yTBEPKAEH NpuMKasom dPeaepasbHOro areHTCTBa MO TEXHUYECKOMY
PerynmpoBaHnio U METPONOTUNK;

B) ABYXMEPHbIA LUTPUXOBON KOA, HAaHOCKUTCA MeyaTbld C MCMNO/Ab30BaHMEM METOAa KOpPeKLUn
owmnboKk ECC-200 B cOOTBETCTBMM C TPeHOOBAHUAMM HaLMOHANBHOrO cTaHAapTa Poccuitickoin deaepaunm
(TOCT P WMCO/M3K 16022-2008 "AsTOmMaTtuueckas uaeHTUGUKauma. KoaupoBaHWe LWITPUXOBOE.



Cneumndukauma cumsonunkmn Data Matrix"), KoTopblii yTBepKAeH NpuKkazom PegepanbHOro areHTcTea no
TEXHWUYECKOMY PEeryanpoBaHuio U MeTPOIormu;

r) Npu HaHeceHWU cpeacTBa MAEHTMOUKAUMM NIeKapCTBEHHOro npenapata ucnosb3yetca ASCI
KOAMpPOBaHWeE Ha OCHOBE HaLMOHaAbHOro ctaHaapTa Poccuitckon depepaumm (FOCT P MICO/M3K 16022-
2008 "ABTOomaTtuyeckas uaeHTuduKauma. KogmposaHue wrpuxosoe. CneyndpuKkaums cumeonnkm Data
Matrix"), KoTopbIit yTBEPKAEH NpUKa3zom PeaepanbHOrO areHTCTBa No TEXHUYECKOMY PerympoBaHuto 1
METPO/IOTUN.

4. CBepeHus, cogeprkalimecsa B cpeactse MAeHTUOMKALMWN, HAHOCATCA NPOU3BOAUTENEM B BUAE
OBYXMEpPHOro LITPMXOBOro Koga MeToZaMW MNeyaTM Ha BTOPUYHYKO (NOTpebuTenbcKyro) ynakoBKy
JIeKapCTBEHHOro npenapata (B c/iyyae ee OTCYTCTBMA - Ha MEPBUYHYIO YMAKOBKY JIEKAPCTBEHHOIO
npenapata) WAKM Ne4YaTM Ha MaTepuasbHbIM HOCUTENb (3TUMKETKY), He AOMNYCKAloWWMMKU OTAEeNeHUs
MaTepuanbHOro HOCUTENs, COoAepXKallero cpeacTtsa UAEHTUOMKALMKU, OT YMNAKOBKM JIEKAPCTBEHHOrO
npenapaTta 6e3 NoBpeXKAeHN.

(n. 4 B pea. NoctaHoBneHun Mpasutensctea PP ot 30.08.2019 N 1118)

5. UHpopmaumsa, coaeprKallanca B CpeacTBe MAeHTUDMKAUUK, UMEET CNeayoLLyO CTPYKTYPY:
npu3Hak cumeosiMkM Data Matrix - cumBon, umerowmin Kog 232 B Tabamue cumsosios ASCII;

nepBaa rpynna AaHHbIX - [N106anbHbIN NAEHTUPUKAUMOHHBIA HOMEP TOProBoi eauMHULbI,
cocToAawmin n3 14 umdpoBbIX CUMBOJIOB, KOTOPOMY NMpeaLecTBYeT MAeHTUOMKATOP NnpumeHeHus (01);

BTOPAsA rpynna AaHHbIX - UHOVBUAYAbHbIA CePUHbIA HOMEP TOProBOM eAMHMLbI, COCTOALMMN U3
13 cumBonoB uUMbpoBON MAM OYKBEHHO-UMIPOBOM NOCAeA0BaTENbHOCTU (NaTUHCKoro andasuTa),
KOTOpOoMy npeAluecTsyeT naeHTMdMKatop npumeHeHus (21). 3aBepwarowym CUMMBOAOM A8 3TOM
rpynnbl AaHHbIX ABAAETCA CNeuManbHbii CMUMBO/-pa3aennTesb, UMeWnini Kog 29 B Tabanue cMMBOIOB
ASCII;

TpeTba rpynna JaHHbiX - WaeHTUPUKATOp (MHAMBMAYANbHbLIA NOPAAKOBbLIA HOMEpP) KAatoua
NpPOBEPKM, MNpeaoCcTaBAAeMbld 3IMUTEHTAM  CPeaCTB  MAEHTUPMKAUMM  ONepaTtopomM  CUCTEMbI
MOHUTOPUHIA B COCTaBe KoAa NPOBEPKU B COOTBETCTBUM C HacToAwMM lNonoxkeHnem, coctoawmn us 4
cMmBOIOB (UMdpP, CTPOYUHbIX U MPOMUCHLIX OYKB NaTUHCKOro andasuTa), KOTOPOMY MpejllectsyeT
naeHtTuduMKaTop npumeHeHusa (91). 3aBepliarOlMM CMMBOAIOM A/1a 3TOW FPynnbl AaHHbIX ABAAETCA
cneumanbHbI CUMBO-pasaennTenb, UMetowmnii koa 29 8 Tabanue cumsonos ASCII;

(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 30.08.2019 N 1118)

yeTBepTasA rpynna AaHHbIX - 3HAYEHUe Koda MPOBEPKM, MPeaocTaBaeMoe 3IMUTEHTAM CPeacTB
naeHTUOMKauMM onepaTopom CUCTEMbl MOHUTOPWMHrA B COCTaBe KoZa MPOBEPKM B COOTBETCTBUM C
HacToAWwMM MoN0KEeHNEM, KOTOPOMY NpeliecTByeT naeHTMdMKaTop npumeHeHus (92), u cocrosiuee
n3 44 cMmBonoB (UMbp, CTPOUHBIX U MPOMUCHLIX BYKB NaTUHCKOrO andasBuTa, a TaKke chneumanbHbIX
CMMBO/IOB).

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

AbB3aubl ceabMoit - AecaTbI yTpaTUAK cuny. - NoctaHosneHue MpaButenbcrea PO ot 30.08.2019 N
1118.

lpynnbl AaHHbIX AO/XKHbI PacnoiaratbCca NOCAe40BaTeIbHO - OT NEPBOM K YETBEPTOM.
(8 pea. MoctaHoBneHun Mpasutenbctea PP ot 30.08.2019 N 1118)

NHANBUAYANbHBIA CepUIiHbIA HOMEP TOProBOM eAuHUUbBI FeHepupyeTcs ¢ y4eTom obecneyeHus
€ro YHUKaNbHOCTU O/1A Kaxgoro rnobanbHoro naeHTMGUKauUMoOHHOTO HOMepa TOProBOW eAuHMLbl B
TeYyeHne BCero CPoKa QYHKLMOHUPOBAHNA CUCTEMbI MOHUTOPUHTA.

[nobanbHbI NAEHTUPUKALMOHHDBIA HOMEpP TOProBOM eauMHWULbI U UHAMBUAYANbHbIA CEepPUIAHbIN



HOMep TOProBoi eaAnHULbI AyBAUPYIOTCA B BUAE YMTAEMOTrO NeYaTHOro TeKCTa.

11l. MopAAOK NonyYeHUA KOA0B MapKUPOBKU, GOPMUPOBAHUA
rpynnoBoro Koga u ux perucrpauum B CACTEME MOHUTOPUHTA
(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

6. MonyyeHne amUTEHTaMM CpeacTs naeHTUGMKaLMM OT onepaTopa CUCTEMbl MOHUTOPUHIA KOA0B
MapPKUPOBKM OCYLLLECTBAAETCA C MCMONb30BaHMEM YCTPOMCTB perncrpaLmm smmccum.
(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

7. DMUTEHT CpeacTB WAEHTUOMKALMM, 3aperMcTpuUpoBaHHbIA B CUCTEME MOHWUTOPUHrA,
npeacTaB/seT OnepaTopy CMCTEMbl MOHUTOPWHIA 33ABKY Ha MOAy4YeHVe KOLOB MapKMPOBKWU. 3asBKa
HanpasaseTcd MOCPeACTBOM  WMCMOJ/Ib30BaHWA  YCTPOMCTB  perucrpaumm  smuccun. MMpu 3TOM
B3aMMOZENCTBME YCTPOWCTB PEerncTpaumMm smMuccum € MHOOPMAUMOHHBLIMM CUCTEMAMWU 3MUTEHTA
CPeACTB UAEHTUOUKALMM OCYLLECTBNAETCA C MCMNOAb30BaHMEM (GOPMATOB AaHHbIX, PasmeLlaemblxX
onepaTopoM CUCTEMbI MOHWUTOPMHIA Ha odULMaNbHOM CaiiTe onepaTopa CUCTEMbI MOHWTOPUHIA B
MHOOPMALNOHHO-TENEKOMMYHUKALUMOHHON ceTn  "UHTepHeT". 3asABKa Ha MOJy4YeHMe KOoAoB
MaPKNPOBKN COAEPKUT:

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

a) cepwuiiHbliA  rnobanbHbIM  UAEHTUDUKALUMOHHBIN HOMEP TOProBOW eAuHUUbI B C/aydae
bopMUpPOBaHMA UHAMBUAYA/IBHOIO CEPUMHOTO HOMepa TOProBOW eAMHWLbBI 3MUTEHTOM CPeacTB
naeHTMduKaunm;

6) rnobanbHbIN UAEHTUDUKALMOHHbBIN HOMEpP TOProBON eAUHULIbI U KONMYECTBO MHANBUAYAbHbIX
CepuUiiHbIX HOMEpPOB TOProBOoM eauHWUUbl B clydyae GOPMMPOBAHUA WHOMBUAYANBHOIO CEPUMHOIO
HOMepa TOProBon eANHULLbI ONEePaTOPOM CUCTEMbI MOHUTOPUHTa.

8. Koa, MapKnpoBKK GopmUpyeTcs onepaTopom CUCTEMbI MOHUTOPUHTIA NyTEM MPUCBOEHMUS KOL0B
NPOBEPKN ANS KAXKAOr0 CEPUIAHOrO r106aabHOro NAEHTUGUKALMOHHOIO HOMEPA TOProBOM eAMHULbI U
BKJ/IHOYAETCA B PEECTP CPeacTB UAEHTUOUKALLMM OnepaTopa CUCTEMbI MOHUTOPWMHTA.

Onepatop CUCTEMbI MOHWTOPUHrA He Mno3gHee 2 4YacoB C MOMEHTa MO/YYEeHUs 3afABKM Ha
nonyyeHMe KOAOB MAPKMPOBKM  HaAnNpaBAseT SMUTEHTY CPeacTs  uaeHTUMKauMuM  CMCOK
chOPMMPOBaAHHBIX KOAOB MapKUPOBKMU.

(n. 8 B pea. NoctaHoBneHua Mpasutensctea PP ot 30.08.2019 N 1118)

8(1). dmuTeHTam cpeacTB MAEHTUOMKALMM OTKasblBaeTCA B BblAaye KOAOB MAapPKMPOBKM MO
cneayoLmMm NpUYnHam:

a) OTCcyTCTBME B 3aABKE HA MOJIyY4EHNE KOLOB MapKUPOBKM CBEAEHUN, NPEAYyCMOTPEHHbIX MYHKTOM
7 HacToswero NonoxeHus;

6) OTCyTCTBUE CBeAEHMﬁ O perncrtpaunumn sMHUTEHTA CPeacTs M,D,eHTVId)MKaLI,VIVI B cuUcreme
MOHWUTOPWUHra,

B) OTCYTCTBME Yy onepaTopa CUCTEMbl MOHWUTOPUHra CBeAeHMI 06 yCTpoWcTBe peructpauun
3MWUCCUK, C UCNONb30BAHMEM KOTOPOrO Hamnpas/eHa 3aaBKa Ha NoAyYeHMe KOAOB MapKUPOBKY;

r) HanMumMe paHee 3apPEerucTPUpPOBaHHbLIX B CUCTEME MOHUTOPMHIa CBeAeHWUA O CepuinHOM
rnobanbHOM MAEHTUPUKALMOHHOM HOMEpe TOProBOM eAWHMLbl, NPeACTaBfeHHOM B COOTBETCTBMM C
nognyHKTom "a" nyHKTa 7 HactoAwero MNonoxeHus;

A) oTCyTCTBME B CUCTEME MOHMUTOPWUHIA CBEAEHUI O rnobanbHOM MAEHTUDMKALMOHHOM HOMepe
TOProBOM eAuHULUbI, NPeAcTaBAEHHOM B COOTBETCTBMM C noAnyHKTOom "6" nyHKTa 7 HacToswero
MonoxxeHua.



(n. 8(1) BBepeH MNoctaHoBneHuem MpaButenbctea PO ot 30.08.2019 N 1118)

9. OnepaTop CMUCTEMbI MOHUTOpPUHra obecneymMsaeT MOAyYEHUE SMUTEHTAMKM CpPeacTB
naeHTMOMKaLUMM KOAOB MAPKMPOBKM MOCPEACTBOM OCHALLEHMA SMUTEHTOB CpeacTB uaeHTUdUKaumm
YCTPOMCTBAMMN PErUCTPALMM SMUCCUM.

OcHalleHne sMUTEHTOB CpeacTB UAEHTUOUKALMKN YCTPOMCTBAMM PErUCTPaLLIMN SMUCCUK, BKAKOYAS
obecneyeHne ypaneHHOro AJoOCTyna K YCTPOWCTBY PErncTpauum 3MUCCUKM, pPasMELLEHHOMY B
MHOpPACTPYKType onepaTopa CUCTEMbl MOHUTOPWHIA, OCYLWECTBAAETCS OnepaTopoM CUCTEMbI
MOHUTOPUHIa Ha 6e3Bo3me3gHOM OcHoBe. B Lensx Takoro OCHAWEHUA 3SMWUTEHT CpeacTs
NAeHTUOMKALMM 3aKNH0YaET C OMEepaTopoM CUCTEMbI MOHWTOPUHIa AOroBOPbl, CoAepiKawume B TOM
yncne YCNOBMA NPEenoCTaB/NeHUA YCTPOMCTBA perucrpayum 3SMUCCUM M €ro  PernameHTHOro
obcnyKMBaHMs Ha 6e3Bo3mMe3gHOM OCHOBE WM YC/IOBMA OKasaHMA YCAyrM no npeaocTaB/EHMIO
YCTPOMCTBA perncrpauum 3SMUCCUKM, pPasMELLEHHOro B  MHQPACTPyKType onepaTopa CUCTEMbI
MOHUTOPWUHIA, NyTem NpPenocTaBNeHMs YOA/NIeHHOro AoCTyna K Hemy Ha 6e3Bo3mesgHOM OCHOBe.
PeweHwne o Bbibope cnocoba OCHALLEHNA MPUHUMAETCA SMUTEHTOM CPeacTB MaeHTudMKaumn. Tunosas
dopma yKasaHHbIX [J0roBopoB YyTBepXaaetrcd MMUHUCTEPCTBOM MPOMbILWAEHHOCTY UM TOProBAu
Poccuiickoin Pepepaumnn.

OcHallleHne 3MUTEHTOB CPeacTB naeHTUOUKALMN, He NPU3HABAEMbIX HA/IOFOBbIMM Pe3naAeHTaMM
Poccuiickoit Pepepaummn 1 He MMeOLWNX NPeacTaBUTENbCTB Ha TeppuTopumn Poccuiickoin degepaumu,
YCTPOMCTBAMM pPErncTpaumMm 3SMUCCUM, a TaKXKe 3aKNloYeHMe [0roBOPOB C ONepaTopomM CUCTEMbI
MOHUTOPUHTA, NPeaYyCMOTPEHHbIX ab3aLem BTOPbIM HACTOALLEro MYHKTA, MOIYT OCYLLECTBAATLCA Yepes
YNONHOMOYEHHOIo NpeacTaBuUTeNs.

(n. 9 B pea. NoctaHoBneHun Mpasutensctea PP ot 30.08.2019 N 1118)

9(1). IMUTEHT cpeacT8 NAeHTUOUKALUM NOCAE NONYYEHUA KO MapKMPOBKKM NpeobpasyeT ero B
cpeacTso naeHTUOUKaLMn, obecneynBaeT ero HaHeCeHWe Ha BTOPUYHYIO (NOTPebUTENBCKYIO) YNaKOBKY
NIeKapCTBEHHOrO Npenapata (Npu ee OTCYTCTBUM - HA NEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOIO Npenapara)
WAN Ha MaTepuanbHbIM HOCUTENb (3TUKETKY) U B TedeHMe 180 KaneHOapHbIX AHEN, HO He no3aHee AaTbl
BBOAA B 0OOPOT NIeKapCTBEHHOrO MpenapaTa, Ha YNaKoBKY (3TUKETKY) KOTOPOro HaHeCceHo Cpeactso
naeHTndmMKaumm, npeobpasoBaHHOE M3 COOTBETCTBYIOWErO KO3 MapKUPOBKM, WK He no3aHee AaTbl
[OOCTaBKM NEKAPCTBEHHOrO NpenapaTta B MecTo nNpubbiTMA Ha TeppuTopumn Poccuitickoint ®eapepauymm npm
NpPOM3BOACTBE JIEKAPCTBEHHOTO NpenapaTa BHe Tepputopun Poccuiickolt Pepepaunn (3a UCKNOUEHUEM
NIEKapCTBEHHbIX MpenapaTos, BBO3MMbIX W3 TOCYAApPCTB - 4YneHOB EBPa3MMCKOro 3KOHOMMYECKOTO
€O103a), UM A0 AaTbl BBO3a Ha Tepputoputo Poccuiickon Pegepaumm Ha GapmaLeBTUYECKUI cKaag, npwm
NpPoOn3BOACTBE JIEKAPCTBEHHbIX MpPenapaToB BHe TeppuTopumn Poccuiickon Pepepaunun B OTHOLIEHWUM
JIeKapCTBEHHbIX NPenapaTos, BBO3MMbIX U3 FOCY[apCTB - Y1eHOB EBPA3MNCKOro sSKOHOMMYECKOTO COHO33,
nepesaeTt B CUCTEMY MOHUTOPWHIa CBEAEHMA O HAHECEHUM CPEACTBA UAEHTUDMKALMM B COOTBETCTBUM C
ab3auem nepBbIM NyHKTa 35 naun nyHKTOmM 36 HacToAwero MosoxeHus.

B cnyyae ecnn B cOOTBETCTBMM C NocTaHoBaeHMeM [MpasutenbcTsa Poccuitickon dPepepaumnm ot 8
mana 2019 r. N 577 "O6 yTBepKAeHUN pa3mepa NNaTbl 33 OKasaHWe ycayr no nNpeaocTaBAeHUI0 Kog0B
MapKMpPOBKKN, Heobxoaumbix AnA  GOpMUPOBaAHUA CPeacTB  UAeHTUOMKauunm U obecneveHus
MOHWUTOPUHIA  ABWMKEHUA TOBapoB, Moajexawmx 06A3aTeIbHOM  MApPKUPOBKE  CpPeacTBamM
MaoeHTMOMKaUMK, a TaKKe O MopsaaKke ee B3MMAHWMA" ycayra no NpefocTaBAeHUIO KOAa MapKUPOBKM
NoANEXUT ONNaTe, SMUTEHT CPeACTB MAEHTUPMKALMM NPOM3BOAUT ONATy TaKOW yCnyru onepatopy
CUCTEMbI MOHUTOPWHIa B TeueHMe 180 KaneHAapHbIX AHEN € AaTbl MOAYYEHUs KOAa MapKMPOBKU, HO He
nosaHee AaTbl BBOAA B 060POT IEKAPCTBEHHOrO NpenapaTa, Ha YNaKoBKY (3TUKETKY) KOTOPOro HaHeceHo
cpeacTBo MaeHTMduKaumm, npeobpasoBaHHOE M3 COOTBETCTBYIOLWLErO KOZa MAPKUPOBKMU, WMAU He
nosgHee AaTtbl AOCTAaBKM JIEKapCTBEHHOIO npenapata B MecTo nNpubbiTna Ha Tepputopum Poccuitckol
depepaunn Npu NPoM3BOACTBE NIEKAPCTBEHHONO Npenapata BHe TeppuTopumn Poccuiickon deaepaumnm
(33 uckNtoYeHMEM NleKapCTBEHHbIX MpenapaToB, BBO3MMbIX M3 roCyAapcTB - 4YieHOB EBpasuitckoro
SKOHOMMYECKOro coto3a), MAM A0 p[atbl BBO3a Ha Tepputopuio Poccuiickoit depepauymn Ha
dapmaLLeBTMUECKUIN  CKMaZ NpuM  NPOM3BOACTBE JIEKAPCTBEHHbIX MPEMApPaTOB BHe TeppuTOpuMU



Poccuiickolt ®egepaumnm B OTHOLWEHUMN IEKAPCTBEHHbIX NPenapaTos, BBO3MMbIX U3 FOCYAapPCTB - Y1€HOB
EBpa3smMiiCKOro 3KOHOMMYECKOro coto3a. [lpn 3Tom onepaTop CUCTEMbl MOHWTOPWUHra perucTpupyet
(BHOCUT) B cMCTEMY MOHUTOPUHIA MHOOPMALMIO O HAHECEHUWU CPeACcTBa MAEHTUOUKALMKN, YKA3aHHYIO
3MUTEHTOM CPeACTB MaeHTUMKaAUMM B CBEAEHUAX O HAaHECEeHWW CPeAacTBa MAeHTUdMKauuu, nocne
noaydyeHua onnatbl YCAyrM MO MNPeAoCTaBAEHMIO KOAa MapKMpOBKW, npeobpa3oBaHHOro B
COOTBETCTBYHOLLEE CPEACTBO MAEHTUUKALNN.

Ycnyra no npeaoctaBaeHMI0 KoAa MapKUMPOBKM MPU3HAETCA OKa3aHHOM 0onepaTopomM CUCTEMbI
MOHWUTOPUHIa B MOMEHT perucrTpaumm (BHeceHua) onepaTopomM CUCTEMbl MOHWUTOPWHIa B cUCTEMe
MOHUTOPUHIa MHPOPMaLNK, coaepralleica B CBeAEHUAX O HaHeCeHUW cpeacTBa UAEHTUPUKALUW,
npeobpa3oBaHHOIO U3 COOTBETCTBYIOLLEro KOA4a MapKUPOBKU.

(n. 9(1) sBeaeH MNoctaHoBneHnem MpaButenbcTea PO ot 30.08.2019 N 1118)

9(2). Koabl MapKMPOBKM aHHYIMPYIOTCA B CAEAYIOLLNX CYYanX:

a) Kogbl MapKMPOBKMK, NONYUYEHHbIE SMUTEHTOM CPEACTB NAEHTUDUKALMU B PaMKaxX OAHOW 3aABKM,
coaepsKallme cepuitHble rnobanbHble UAEHTUPUKALMOHHbIE HOMEPa TOProBoi eAuHULbI, He BKAKOYEHbI
B CBEAEHWA O HaHeceHuu Cpeacts uMaeHTUdMKauMM, NpeobpasoBaHHbIX U3 COOTBETCTBYHIOLIUX KOAO0B
MapKMUPOBKY;

6) HapylweH YyCTaHOB/EHHbIM ab3auem nepsbiM MNyHKTa 9(1) HacTosAwero [MONOMKEHUA CPOoK
nepesayun cBeAeHUI B CUCTEMY MOHUTOPUHT3;

B) HapyLUeH yCTaHOBNEHHbIN ab3alem BTOpbIM NyHKTa 9(1) HacToAwero MNonoXKeHns CpoK onnathbl
YCAYr No NpeAoCcTaBNeHNI0 KOAa MapKUPOBKMU.
(n. 9(2) BBeaeH MNoctaHoBneHnem MpaButenbcTea PO ot 30.08.2019 N 1118)

9(3). B pernctpauum B cucTemMe MOHUTOPUHra CBeAEHUN O HaHeCeHUU CPpeACcTB UaeHTUbUKauum
OTKa3blBaeTCA Mo CAeAYOWUM NPUYMHAM:

a) oTcyTCcTBME CepPUMHbIX N06anbHbIX MAEHTUPUKALMOHHBIX HOMEPOB TOProBOM eauHULbI,
YKa3aHHbIX B CBEAEHMAX O HAaHECEHWWN CpeacTB MAEHTUGUKALUMKM, B peecTpe CPeacTB MAEHTUOUKALMM
onepaTtopa cMcTeMbl MOHUTOPUHTa;

6) npeacTtaBneHUE SMUTEHTOM CPeACTB WAEHTUOUKAUMW CBeAEHWIA O HaHeceHUU CcpejacTs
MAeHTUOMKaALMM MO UCTEYEHUU CPOKa, YCTAHOBAEHHOro absauem nepsBbiM NyHKTa 9(1) HactosAwero
MonoxkeHwus;

B) OTCYTCTBME Yy OrnepaTopa MOHWTOPWHIA CBeAeHWi 06 yCTPOWCTBE PEerucTpaumv 3MUCCUM, C
MCNO/Ib30BaHMEM KOTOPOro nepeaaHbl CBEAEHUA B CUCTEMY MOHUTOPUHTA;

r) oTcyTcTBME NOATBEPXKAEHWS OnnaTbl KOLOB MapKUMPOBKW, Mpeobpas3oBaHHbIX B CpeacTsa
NOEHTUOMKAUMKN, O HAHECEHUW KOTOPbIX SIMWUTEHT CPeACTB WMAEHTUOUKAUMW nepenaeT B CUCTEMY
MOHWUTOPWUHTa CBEAEHWUS O HAHECEHWUN cpeacTBa MAEeHTUUKALMM, NPeayCMOTPEHHble ab3auem nepsbiM
NyHKTa 35 nam nyHKTom 36 HactoAwero NoaoxKeHums.

(n. 9(3) BBepeH MNoctaHoBneHuem MpaButenbctea PO ot 30.08.2019 N 1118)

10. FpynnoBoit Kog GpopmMUpyeTCA Ha OCHOBAHUWN MeXKrocyaapcrseHHoro ctaHaapTa (FTOCT ISO/IEC
15417-2013 "MHbOpMaALMOHHbIE TEXHONOTMU. TEXHONOIMM aBTOMATUYECKOM MaeHTUdMKaumm 1 cbopa
OaHHbIX. CneunduKaumsa cMMBOAMKK wTpmuxoBoro Koga Code 128"), KoTopblit yTBEPKAEH MPUKA30M
denepanbHOro areHTCTBa MO TEXHUYECKOMY PEryINpPOBaHMIO U METPONOMMU, U COAEPHKUT CAeayoLyto

CTPYKTYPY AaHHBbIX:

naeHtTndumkaTop npumeHenus (00);

CMMBOA pPacLUMpeHWs rpynnoBoro Koaa;



PErucTpPauMoHHbIM HomMep cybbekTa o6palleHMs JIeKapCTBEHHbIX CPeacTB, MOJIyYEHHbIW B
nHpopmMaumoHHOM pecypce, obecrneunBalolleM yyeT U XpaHeHne AOCTOBEPHbIX AAaHHbIX O ToBapax Mo
COOTBETCTBYIOLLEN TOBAPHO HOMEHKNATYPE;

CEPUMNHbIN HOMEP rPYNMNoOBOMN YNAaKOBKU;
(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

KOHTPO/IbHaA Cymma (4MCo, BblMMCASIEMOE MO CNeLManbHOMY afiropUTMy M3 NpeaLlecTByHLLMX
undp 1 cnyKaliee ANs rapaHTUK LEeNIOCTHOCTU AaHHbIX).

CBefgeHuna, BKAOYEHHbIE B rpynnosoﬁ KoA4, Moryt AyﬁﬂMpOBaTbCﬂ B BUAE YNTAEMOIO NevYaTHOro
TEKCTa.

lpynnoBoW Kog, TreHepupyeTca W HAHOCWUTCA Ha TPETUMYHY (TPAHCMOPTHYH) YMNAKOBKY
NleKapcTBEHHOrO NpenapaTa SMUTEHTaMM FPYNMNOBbLIX KOAOB METOAAMM NEeYaTh UAN STUKETUPOBAHMA.

IV. MpaBuna co3paaHua, BBOAA B IKCN/IyaTaLMIo, IKCNayaTayum
U BbiBOAA U3 3KCNAyaTauum CUCtembl MOHUTOPUHra

11. CosgaHue, pa3BuTMe, BBOA, B 3KCMAyaTaLMio, 3KCMAyaTauuma M BbIBOA M3 3KCMAyaTauuu
CUCTEMbI MOHMTOPUHIA OCYLLECTBAAIOTCA ONepaTopoOM CUCTEMbl MOHWTOPWMHrA MO COMNacoBaHUIO C
MuHUCTEPCTBOM 34paBooxpaHeHusa Pocculickoint Gepepaumn n depepanscHoi cny:Kb6oi no Hagsopy B
chepe 34paBOOXPAHEHNA B COOTBETCTBUM C TpebOBaHMAMM K MOPALKY CO34aHWUA, Pa3BMTMA, BBOAA B
3KCM/IyaTaumio, 3KCN/yaTaumm 1 BbiBOAA M3 3KCMJ/yaTaLMM rocyAapCTBEHHbIX MHPOPMALMOHHBIX CUCTEM
M JanbHeWWwero XpaHeHus cofeprkawelnca B Mx 6asax AaHHbIX MHOOPMALMKM, YTBEPKAEHHbIMU
noctaHosneHnem MpasuTtenbctsa Poccuiickon dPegepaunm ot 6 utona 2015 r. N 676 "O TpeboBaHUsAX K
NOpsAAKY CO34aHuA, PasBMTWA, BBOAA B 3KCMJyaTauMio, 3KCMayaTauuMuM M BbIBOAA W3 3KCMAyaTauuu
rocyAapCTBEHHbIX MHPOPMALMOHHBIX CUCTEM U JafibHEWLWEro XpaHeHWs coaepKalweics B ux 6Hasax
OaHHbIX HGopMauumn", n HactToawmm MNonoxKeHnem.

12. Co3pgaHue, pa3BuTUE N aKCNayaTauma CUCTeMbl MOHUTOPUHIA OCYLLECTBNIAKOTCA HA OCHOBE!

a) obecneyeHWa nNOMHOTbI, AOCTOBEPHOCTWU, COXPAHHOCTM MPUMHUMMAEMOW W nepedaBaemoi C
MCMNONb30BaHMEM  CUCTEMbI  MOHMUTOPWHra WMHOOPMaUMM, a TaKKe CBOEBPEMEHHOCTN ee
npeaocTaBAeHus;

6) 6e3B03Me34HOCTU NPeaoCcTaBAEeHNA NPON3BOAUTENAM NEKAaPCTBEHHbIX CPEACTB CoAepsKallenca
B CUCTEME MOHWUTOPUHIa WHPOPMaLUMM O Ccepuax U NapTMAX JIeKapCTBEHHbIX MNpenaparos,
NPOM3BOAUMBIX UMUK N HaXOAALLMXCA B rpaxaaHCKom obopoTe B Poccuitickon Peaepaunu;

B) €eOgnHCTBa OPraHM3aunMOHHO-METOANYECKOTO obecneyeHns cucTemol MOHWUTOPWHTIA,

r) obecneyeHns UCNONb30BAHMUA €ANHbIX PEECTPOB, KNacCUPUKATOPOB N CMPaBOYHUKOB CUCTEMDI
MOHUTOPWUHIA, B TOM uuc/ie o00a3aTeNbHbIX ANA MNPUMEHEHUA B MHOPOPMALMOHHBIX CUCTEMAX
OPUANYECKUX NUL, U UHAMBUAYANbHbIX NpeanpuHUMaTenen, ykasaHHbix B 4Yactax 7 u 10 crtatbu 67
depepanbHoro 3akoHa "06 obpalleHnn neKapcTBEHHbIX cpeacTs’;

4) obecnevyeHuns pernameHTUPOBaHHOro AOCTYNa K CUCTEME MOHUTOPUHTa;
e) becnepeboiiHOCTN PaboTbl CUCTEMbI MOHUTOPUHTA.

13. Cuctema MOHWTOPWUHra BBOAMTCS B 3KCNAyaTauuto paboyeit rpynnoi, dopmupyemon
onepaTopomM CUCTEMbI MOHMTOPUHIA C y4acTMeM npeacTaBuTesneit 3anmHTepecoBaHHbIX dedepanbHbIX
OpraHoB UCMONHUTENIbHOM BAACTW.

14. Cuctema MOHUTOPUHIA obecneymBaerT:



a) NPOBEPKY AOCTOBEPHOCTU CPeACTB NAEHTUDUKALUY;

6) NpoCneXMBaemoCTb  [ABWMMKEHWA  NEeKapCTBEHHbIX MpenapatoB OT  Npou3BoauTens
NeKapcTBEHHbIX CPeACTB A0 KOHEYHOro notTpeburens;

B) 610KMpoBaHWe NpuUHATUA WMHPOPMaLMKN, NPeacTaBNAAeMOM B COOTBETCTBMM C HACTOALLMM
MonoKeHNnem B CUCTEMY MOHUTOPUHTA.

15. Cuctema MOHUTOPUHIA COAEPHKUT CAeayoLLY0 MHOPMaLMIO:

a) cBefeHUA 0 cybbeKTax 06paLLeHMA NeKAaPCTBEHHbIX CPEACTB;

6) cBeAEHMA O IeKaPCTBEHHbIX NpenapaTtax U 06 nx oboporTe.

16. OCHOBHbIMU UCTOMHMKAMM MHDOPMALUK, COAEPIKALLENCA B CUCTEME MOHUTOPUHIA, ABAAIOTCS:
a) cybbeKTbl 0bpaLLeHNs eKapCTBEHHbIX CPEACTB;

6) denepanbHble opraHbl UCMOAHUTE/IBHON BNACTU MPU OCYLLECTBNEHUU UMM CBOMX GYHKUMI C
MCMNO/Ib30BaHNEM FOCYAaPCTBEHHbIX MHPOPMALMOHHBIX CUCTEM.

17. KoaddumumeHT AoCTYNMHOCTN CUCTEMbI MOHUTOPUHTIA COCTaBAsieT He meHee 99,5 npoueHTa 6e3
yyeTa 3anaaHMpPOBaHHbIX Nepnoaos 06CcnyKMBaHMSA.

TexHuyeckoe O6C}'IY)'KMBaHMe CUCTEMbI MOHUTOPUHIA NPOBOAUTCA He Yawe 4 pas B rog, nepuog,
TEXHNYECKOro O6CI1Y)'KVIBaHVIFI cocTtaBnsieT He bonee 24 yacos.

V. NopaaoK B3aumogeiictBua cucTemMbl MOHUTOPUHTA
€ MHBIMM FOCYA,apCTBEHHbIMU MHPOPMALMOHHBIMU CUCTEMAMMU
1 MHPOPMALIMOHHbBIMU CUCTeMamK CybbeKToB 06paLLeHusn
NIEKAPCTBEHHbIX CpeacTs

18. Cucrema MOHWUTOPUHIa B3aMMO,£I,el7ICTBYET CO cnegyrouimmm MH(I)OpMaLI,MOHHbIMM Ccncremamm:
a) e,ﬂ,MHblﬁ peecTp J'IMLI,eH3Mﬁ Ha Npon3BoACTBO IEKAPCTBEHHbLIX CPEACTB,

6) eANHbIN peecTp NULEH3WNIK, B TOM YUCAE NIMLEH3MIA, BblAaHHbIX OpraHaMn rocyaapCTBEHHOM
Bnactu cybbektoB Poccuiickon Pepepaumm B COOTBETCTBUM C MNepeflaHHbIM MOJAHOMOYMEM MO
JNINLEH3UPOBAHUIO OTAE/bHbIX BUAOB AeATeIbHOCTU B chepe oxpaHbl 340P0BbS;

B) eAMHan rocyaapcteeHHan MHOPMaLMOHHan cucTema B chepe 34paBoOOXPaHEHUs;
r) eAVHbIV roCcyapCTBEHHBIN PeecTp PUANYECcKUX nL;
A) eAVHbIV TOCYapCTBEHHBIM pPeecTp MHAMBUAYAbHBIX NPeANPUHUMATENEN;

€) rocyAapCTBEHHbIA peecTp aKKpeaAMTOBaHHbIX GWAMaN0B, NPeACTaBUTENbCTB MHOCTPAHHbIX
HOPUANYECKUX NNLL;

) aBTOMatusMpoBaHHaa nHGopmaumoHHaa cuctema PeaepanbHon cny:kbbl No Hag3opy B cdhepe
34,0aBOOXPaAHEHMS;

3) EaMHasA aBToMaTU3MpPOBaHHaA MHPOPMALMOHHAA CUCTEMA TaAMOKEHHbIX OPraHoB;
1) MHPOPMaLMOHHbIE cUCTEMbI CYBBEKTOB 0BpaLLLEHNA TeKAaPCTBEHHbIX CPEACTB.

19. CsepgeHus, npeacTaBaAsemble  rOCYAAapPCTBEHHbIMU  UHPOPMALMOHHBIMKU  CUCTEMAMM



d)e,u,epaanblx OopraHos WUCMNONIHUTENIbHOM BAacTU B Ccnctemy MOHUTOPUHIA, a TaKXe CcBeaeHusn,
nepegasaemble U3 CUCTEMbI MOHUTOPUHIA, NpuBeAeHbl B npuaoxeHmmn N 1.

20. B pamKax MHPOPMALMOHHOIO B3aMMOLENCTBMA CUCTEMA MOHUTOPUHTA OCYLLEecTBAsSEeT 0bmeH
CBEeAEeHUSMUN C rocyAapCTBEHHbIMU MHGOPMALMOHHBIMU CUCTEMAMM 3aUHTEPECOBAHHBIX pesepanbHbIX
OpraHoOB WCMOJIHUTENIbHON BAACTU M OPraHOB WCMOAHUTENIbHON BAacTu cybbekToB Poccuiickomn
depepaunn, B TOM uMC/le nocpencTBom WHPPACTpyKTypbl, obecneunsaowein MHGOPMaLMOHHO-
TEXHONIOTUYECKoe B3auMoaencTBne MHPOPMALMOHHBIX CUCTEM, MCNO/b3YEMbIX A4 NPefoCTaBAeHUn
rOCYapCTBEHHbIX WU MYHWLUMNANbHbBIX YCAYT U WCMOAHEHWUA FOCYAAPCTBEHHBIX UM MYHULMMNANbHbIX
bYHKLMI B 31€KTPOHHOM dopme.

CucteMa MOHUTOPUHIra MoOAKAKOYaeTCA K eANHON CUCTEME MEXKBEAOMCTBEHHOMO 3/IeKTPOHHOrO
B3aMMOAENCTBMA B COOTBETCTBMM C MocTaHoBneHuem [paBuTenbcTBa Poccuiickolt depepaumm oT 8
ceHTAbpsa 2010 r. N 697 "O eanHOM cucTeEME MEXKBEAOMCTBEHHOMO 3/1IEKTPOHHOIO B3anmogencramna" Ha
6e3B03Me34HOMN OCHOBe.

21. B3aMmopgemncTBme CUCTEMbl MOHMUTOPUHIA C MHPOPMALMOHHBLIMU CUCTEMAMMU CYObEKTOB
obpallleHna NeKkapCTBEHHbIX CPeACTB OCYLLEeCTBAAETCA NOCPeACTBOM MHPOPMALMOHHbBIX 3/1IEKTPOHHbIX
CEepBUCOB C  WCMO/Ib3OBAHMEM  CTaHAAPTHbIX MNPOTOKONOB U UHTEepdelcoB  3NEKTPOHHOro
B3aMMoencTeus.

22. TexHuyeckue cTaHOapTbl M TpeboBaHMA K TEXHONOTMYECKOM COBMECTMMOCTM CUCTEMbI
MOHUTOPUHIa C MHPOPMALMOHHBIMU CUCTEMAMM, YKA3aHHbIMKM B NMyHKTe 18 HacTosAwero MonoxKeHus,
YCTaHaB/IMBAIOTCA  OMEPaTOPOM  CUCTEMbl  MOHWUTOPWMHIA B  COOTBETCTBMM C  TpeboBaHUAMM
3aKoHogaTenbcTBa Poccuiickoit depepaumm B coepe MHPOPMALMOHHBIX TEXHONOTMIA MO COFNAcOBaHUIO C
MuHUCTEPCTBOM UMOPOBOro PasBUTUA, CBA3M M MACCOBbIX KOMMYHMKaumMi Poccuitickoli ®egepauym m
onepaTopom MHPOPMaLMOHHOM CUCTEMbI, C KOTOPOW OCYLLLECTBAAETCA B3aMMOAeNcTBme.

VI. MopaaoKk BHeceHUsa MHGOPMaALLMK O IEKAPCTBEHHbIX
npenapaTtax B CUCTEMY MOHUTOPUHra cybbeKkTamu obpalleHus
NIeKAPCTBEHHbIX CPeACTB U ee COCTaB

23. BHeceHue uHObOPMALMM O /NIEKAPCTBEHHbIX MNpenapatax B CUCTEMY MOHUTOPUHra
npousBoguTca cy6bekTamm o06palleHUs NeKapCTBEHHbIX CPeaCcTB MNOCAe  MNPOXOXAEHMA UMK
perncTpauum B CUCTEME MOHUTOPUHIA U NPeAoCTaBAeHUA UM INYHOrO KabuHeTa cybbeKTa obpalleHus
NeKapcTBEHHbIX CPeacTs.

Pernctpauma cybbektoB o06palleHMA NeKapcTBEHHbIX CPeACTB B CUCTEME MOHUTOPWUHra W
npegocTaBAeHME JIMYHOTO KabuHeTa OCYLLEeCTBASIOTCA Ha OCHOBAHMM [OCTOBEPHbIX CBEAEHUM,
npeacTaB/ieHHbIX CybbeKTamMyM 06palleHUAa NeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHIa B
3/1eKTPOHHOM BUAE, U LOKYMEHTOB, NpeacTaBasembix B PesepasnbHyto cayxkby no Haasopy B cdepe
34,0aBOOXPaAHEHMS.

24. [na OCYyWecTB/NEeHUA peructpaumm B CUCTEME MOHUTOPUHra CybbeKTbl obpalleHus
NIeKapCTBEHHbIX CPeACTB - OpraHusauuu, npuM3HaBaemble HaNOoroBbIMKU pesngeHTamm Poccuiickoin
depepaunn, MHAMBMAYANbHbIE NPeaNnPUHMMATENN U NPeaCcTaBUTeNbCTBA MHOCTPAHHbIX OpraHM3aumii
Ha Tepputopum Poccuitickoii  deaepaumu, ABAAIOWMXCA  [AepXKaTenamMmu WUAM  BAaAeNbLamu
PEerncTpaunoHHOro YAOCTOBEPEHMA, BHOCAT B PErMCTPaLUMOHHY0 GOpPMY CUCTEMbI MOHUTOPUHTA,
pasmelleHHyl0 Ha oduuUMaNbHOM caiTe onepaTopa CUCTEMbI MOHWUTOPUMHra B MHPOPMaLMOHHO-
TeNEeKOMMYHUKaLMOHHOM ceTh "UHTepHeT", B 3N1eKTPOHHOM BuAe cieaytolwme cBeAeHns, noanmcaHHble
YCUNEHHOM KBaAUDULMPOBAHHOW  3/IEKTPOHHOM noAnuMCcbid  PYKOBOAWUTENS  OpraHu3aumm
(npeactaBuTeNnbCTBA MHOCTPAHHOM OpraHMs3auMm Ha Tepputopum Poccuiickont ®depepaumn) umam
WHAMBUAYANbHOIO NpeanpuHMMmaTens:

NAEHTUOUKALMOHHbBIA HOMEpP HaoronAaTeNbLINKA;



CBEAEHMUA O HANNUMKM NMBO 06 OTCYTCTBMM /IMLEH3MM Ha NPOU3BOLCTBO JIEKAPCTBEHHbIX CPEACTB,
NMUEH3MM Ha GapMaLeBTUYECKYID AeATeNbHOCTb (BKAOYas ONTOBYKD M PO3HWMYHYIO TOProBto
NeKapcTBEHHbIMU CPeACTBaMM) M IMLEH3UM Ha MEAMLMHCKYIO AeATeNbHOCTb;

bamnnma, Ums, 0TYECTBO (NPU HaANUYUK) U TeNnedOoH KOHTAKTHOIo ANL3;
afpec 3/1eKTPOHHOI NOYTbI.

CybbeKTbl 0bpalleHus NeKapCTBEHHbIX CPeACTB - OpraHM3auuu, NpusHaBaemble Hasj0roBbIMU
pesngeHTammn Poccuiickoi Peaepaumm, HOMBUAYAIbHbIE NPEANPUHUMATENN, HE UMEIOLLUE NNLEH3UN
Ha MPOW3BOACTBO JIEKAPCTBEHHbIX CPEACTB, NLEH3UM Ha GpapMaLLeBTUYECKYIO AeATe/IbHOCTb (BKAtOYas
ONTOBYID W PO3HWYHYIO TOPFOB/O JIEKAPCTBEHHbLIMM CPEACTBAMM) U JIMLEH3UM Ha MEAUUMHCKYHO
AeATeNIbHOCTb, a TaK¥Ke NpeAcTaBMTENIbCTBA MHOCTPAHHbLIX OpraHU3aumMii Ha TeppuTopuu Poccuitckol
depepaumn, ABAAIOLWLMXCA AeprKaTenaMu AWM BAAAENbLAMW PErUCTPALMOHHOIO YAOCTOBEPEHUA U He
UMEIOWNX NINLEH3UM Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB, AMUEH3UN Ha dapmaLeBTUYECKYHo
AeATeNbHOCTb (BK/IKOYan ONTOBY M PO3HMYHYIO TOProOB/KO €KAPCTBEHHbIMU CPeacTBaMMN) U ANLLEH3UM
Ha MeAMUMHCKYIO AeAaTeNbHOCTb, He nosaHee 10 KaneHAapHbIX AHel C AaTbl BHECEHWA CBeAeHWM,
npeaycmoTpeHHbIX ab3auamm BTOPbIM - MATbIM HACTOAWLEro MNyHKTa, NPeACTaBAAT TaKXe B
depepanbHyto cny:xby no Hag3opy B chepe 34paBOOXPaHEHMA 3anaBJeHME O perncrpaumm B cucteme
MOHUTOPUHra (manee - 3asBneHve) Ha bymaxkHom HocuTene no <¢dopme, YTBEPXKAAEMOM
MuHUCTEepPCTBOM 34paBooXpaHeHns Poccuiickon Peaepaumn.

25. [nA OCyWecTBAEHMA Peructpauum B CUCTEME MOHWUTOPUHra CybbekTbl obpalleHus
NeKapCTBEHHbIX CPeACTB - MHOCTPAHHbIe OpraHU3aunn, ABNAIOLLMECA AeprKaTenaMu U Bnagesblamm
PEerncTpauMoHHOTO YAOCTOBEPEHUS, He MpPU3HABAaeMble HaJ/IOTOBbIMW pe3naeHTamn PoccuiicKkoi
desepaumn 1M He MMelOLWMe NPeACTaBUTENbCTB Ha Tepputopum Poccuiickoit deaepauymmn, BHOCAT B
PEerncTpaunoHHy0 Gopmy CUCTEMbI MOHUTOPUHIA, PAa3MELLEHHYIO Ha OULMANLHOM caiiTe onepaTopa
CUCTEMbI MOHUTOPUHTIA B MHPOPMALMOHHO-TEIEKOMMYHUKALMOHHOM ceTh "MHTepHeT", B 3/IEKTPOHHOM
BMAE CNeaylolme CBEAEHUS:

HaMMmeHoBaHMe AepXaTens UAn BlageNbla PerncTpaLMoHHOro ya0CcToBepeHus;
KOZ, HanoronnaTtenbliuKa B CTpaHe perncrpauuu;

KOZ, CTPaHbl perncrpauuu;

dbamnnns, nma, oT4ecTBo (NPU HaNMYUKU) U TenedOoH KOHTAKTHOTO IML3;

afapec 3/1eKTPOHHOM NoYThI.

YNOAHOMOYEHHble MpeacTaBuMTeNIM CyObeKToB  06palleHMAa  /IeKapCTBEHHbIX  CPeacTB -
MHOCTPAHHbIX OPraHU3auuMini, ABAAIOWMXCA OEepKaTeNsMU WAW  BAAAENbLAMW  PEermcTpaumoHHOro
YAOCTOBEPEHUSA, HE MPU3HABAEMbIX Ha/JI0rOBbIMKM pe3naeHTammn Poccuitickoit egepaumnm n He MMEIOLLMX
npeacTaBUTeNbCTB Ha TeppuTopmm Poccuitickoit Peaepauuu, He nosgHee 10 KaneHAapHbIX AHEN € AaTbl
BHECEHMUA CBeAeHWn, npeayCMOTPEHHbIX ab3auamy BTOPbIM - LUIECTbIM HACTOALWEro MyHKTa,
npeacTaBAsaloT Takke B PegepanbHyto cnykby no Haasopy B chepe 34paBOOXPaHEHUA OPUTMHANbI
[OKYMEHTOB, NOATBEPXKAAIOWMX MPABO NPeACTaB/EHUSA UHTEPECOB YKa3aHHbIX Cy6beKToB 0bpalleHus
NeKapCTBEHHbIX CpPeacTB, W 3aABleHME Ha bymarkHoOM HocuTene no ¢opme, YTBEprKAeHHOMN
MuHUCTEpPCTBOM 34paBoOXpaHeHUn Poccuiickon Penepaumn.

26. Ob6paboTka W MpoBEepKa CBeAeHWM, NpeacTaBAsfeMblX B CUCTEMY MOHUTOPWHra Ans
perncTpauum, Npo13BOLMUTCA B aBTOMATUUECKOM PeXKMME, B TOM YMC/ie MOCPeACTBOM B3aMMOAENCTBUSA C
MHBIMWU TOCYAAPCTBEHHbIMM MHOOPMALMOHHLIMM CUCTEMAMM C WCMOJIb30BAaHMEM €4MHON CUCTeMbI
MeKBELOMCTBEHHOTO 3/1IEKTPOHHOIO B3aMMOAENCTBUA, B TeueHne 14 paboumx gHeil ¢ gaTbl nogauu
cybbekTamm o0bpalleHns NekapcTBEHHbIX CPeacTs CBeAeHUIA B CUCTEMY MOHUTOPUHTA.



depepanbHas cnykba no Hagsopy B cdepe 34paBOOXPAHEHMS PACCMATPUBAET 3anBIEHMS,
npeacraBneHHble B COOTBETCTBMM C ab3auem LiecTbiM NyHKTa 24 HacToAwero [MoNoXKeHUn, a TaKkke
3asB/IEHNA U OPUTMHANbI AOKYMEHTOB, NPeACTaBNeHHble B COOTBETCTBMM C ab3aLem cebMbIM NyHKTa 25
HacToAawero NonoxeHuns, B CPOK He Bonee 5 paboumx aHel n nepegaet MHPopMaUMio O pesyabTaTax
PacCMOTPEHUA 3aABNEHUI U OPUrMHANO0B AOKYMEHTOB B CUCTEMY MOHUTOPWHra B TedeHue 1 pabouero
AHA CO AHA NPUHATUA COOTBETCTBYIOLLETO PeLLeHNs.

PeweHne o pernctpaumm (06 oTKase B perucrtpauuun) cybbekta obpalleHUA NeKapCTBEHHbIX
CPeAcTB B CUCTEME MOHWMTOPWMHIa nNpuHMMmaeTca PepepanbHoit cay:boit no Hagsopy B cdepe
34,0aBOOXPaHEHMSA NOCPEACTBOM QYHKLMOHANA CUCTEMbI MOHUTOPUHTA.

PeweHue o0 perncrpaumm cybbekTa obpalleHus NeKapCTBEHHbIX CPEACTB B CUCTEME MOHUTOPUHIA
NPUHMMAETCA MPU OTCYTCTBMU PACXOXKAEHWUI MeXAY MHbOpMaLMen, NpeayCMOTPEeHHON 3asBEHUEM, U
CBEAEHMAMM, BHECEHHbIMW B CUCTEMY MOHMUTOPMHra (B C/lyyasx, Korga 3asBAeHWA NoAaBaiuCb B
COOTBETCTBMM C ab3auamu LWeCTbIM MyHKTa 24 1 cegbMbiM NyHKTa 25 HacToswero MonoxeHus), 1 npu
NoATBEPXKAEHWUM JOCTOBEPHOCTU CBEAEHWNIN, BHECEHHDBIX B CUCTEMY MOHUTOPWHIA.

27. CybbekTam 06pallleHNa NeKapCTBEHHbIX CPeACcTB OTKasblBAaeTcA B perucrpaumm B cucreme
MOHMWTOPUHra Mo CAeAyOLWMM NPUYMHAM:

a) B OTHOWEHWM MPOM3BOAMTENEN NEKAPCTBEHHbIX CPeACTB Ha TeppuTopumn Poccuiickoi
denepaumn, OCYLLECTBAAIOWMX MPOM3BOACTBEHHbIE CTaguM (GacoBKM (YMAKOBKWM) JI€KAPCTBEHHbIX
npenapaToB BO BTOPUYHYIO (MOTPebUTENbCKYI0) YNaKoBKY U (MAK) TPETUYHYLO (TPAHCMOPTHYO) YNaKOBKY
(a npw ee oTcyTCTBUM - B MEPBUYHYIO YNAKOBKY) N€KAPCTBEHHbIX MPEnapaTos:

HECOOTBETCTBME [JaHHbIX BAajeNbla KBaIMOUUMPOBAHHOIO cepTudMKaTa KAYa MPOBEpPKU
3NIeKTPOHHOM noAnucu (ganee - KBAaAUOUUMPOBAHHbLIN cepTUOMKAT) [aHHbIM  pyKoOBOAMTENS
OpraHusauMM, a TaK»Ke OTCYTCTBME CBeAEeHWA O KBAa/NMOUUMPOBAHHOM cepTUdMKaTe, BblAAaHHOM
PYKOBOANUTENIO OpraHn3aunm;

OTCyTCTBUE CBe,El,eHMﬁ 0 3anucax B EAMHOM rocygapcTBEHHOM peecTpe IpUANYEeCcKUX auL;

OTCYTCTBME CBEAEHUI O AeWUCTBYIOWEN NnLIeH3UN B EAMHOM peecTpe ANLEH3UIA HA MPOU3BOACTBO
JIeKapCTBEHHbIX CPeacTs;

6) B OTHOWEHUN AepyKaTeneil UAU BNadeNbLeB PerucTpaumMoHHOro yaoctoBepeHua (B caydae
KOraa NeKkapcTBeHHbIl npenapaTt NpousBoaMTCcA 3a npeaenammn Poccuiickoih ®eaepaummn), ABNAIOLLUXCA
opraHuM3auMamMu, npuUsHaBaembliMM  HaANOTOBbIMM  pe3uaeHTamu  Poccuiickolh  Pepepaunn  wnnu
UHAMBUAYANbHBIMU  NPeAnpPpUHUMATENAMU W HE WMMEKWMMU  JIMUEH3UM Ha MPOM3BOACTBO
NIeKapCTBEHHbIX CPeacTB, /MUEH3UMM Ha dapmaueBTUMYeCKylo AeATeNbHOCTb (BKAOYas ONTOBYO M
PO3HUYHYIO TOProB/O NEKAPCTBEHHbIMM CPeACTBaMMN) U NULEH3UN Ha MeANLNHCKYIO AeATeNbHOCTb:

HEeCoOTBETCTBME AaHHbIX BNade/bla KBannduUMPOBaHHOIO cepTudmKaTa AaHHbIM PyKOBOAUTENA
OopraHusauumM Man MHAUBMAYaAbHOro NpeanpuHMMaTENs, OTCYTCTBUE CBEAEHUI O KBaNMDULMPOBAHHOM
cepTndmrKate, BblAaHHOM PYKOBOAUTENIO OpraHM3aLmn UanM MHAUBUAYAAbHOMY NpeanpUHUMATENO;

OTCyTCTBUE CBe,Cl,eHVIﬁ 0 3anucax B EgMHOM rocygapcTtBeHHOM peecTpe HpuUanYecKkux auy, Uam
EanHOMm rocygapCrBeHHOM peecTtpe nHOnBmaAyasibHbIX Hpe,ﬂ,anHMMaTeﬂeVl,‘

Ha/MuMe  PacxXoXkOeHul  mMexay  MHoopmauuen,  NpesycCMOTPEHHOM  3asaB/eHMEM,
npeacTaBNeHHbIM B COOTBETCTBMM C ab3auem LlecTbiM NyHKTA 24 HacToAwero [lonoxKeHua, w
CBEAEHMUAMM, NPEACTaBNEHHbIMU B CUCTEMY MOHUTOPUHTA;

B) B OTHOLIEHWUM MHOCTPAHHbIX OPraHW3auuii, Aep:KaTenein am BnaaenblLeB PerncTpaumoHHOro
YyAOCTOBEPEHUSA, HEe MPU3HABAaEMbIX Ha/JI0rOBbIMKU pe3naeHTammn Poccuiickoit egepaumnm n He MMEIOLLMX
npeactaBUTeNbCTB Ha Tepputopumn Poccuiickont depepaumu, - HaAMuMe PacXoXAeHUn Mexay



nHpopmaumelt, nNpeaycMOTPEHHON 3asaBAeHMEeM, MpeacTaBNeHHbIM B COOTBETCTBMM C  ab3auem
ceabMbIM NyHKTAa 25 Hactoswero [lofoXeHUs, M CBeAeHWAMM, NPeACTaBAeHHbIMU B CUCTEMY
MOHUTOPUHTa;

r) B OTHOWEHWUU MNPEACTaBUTENLCTB MHOCTPAHHbLIX OpraHM3auMin Ha TeppuTopumn Poccuinckom
denepaunn, ABNAIOLLUXCA AeprKaTeNAMU UKW BAaAeNbLAMN PErmcTPaLMOHHOIO YA0CTOBEPEHMA:

HecooTBeTCTBMNE AaHHbIX B/1ajeiblua KBa}'IVId)MLI,leOBaHHOFO CepTVId)VIKaTa AaHHbIM pyKOBOAUTENA
npeacrtaBuTe/IbCTBa, a TaKXKe OTCYyTCTBUE CBeAEHMﬁ o KBaJ'IVI(bMLI,VIDOBaHHOM cemechKaTe, BblAAdHHOM
PYKOBOAUTENO NPeacTaBUTE/IbCTBA;

OTCyTCTBUE CBE,D,GHVIVI O 3anncax B rocyaapCrtBeHHOM peecTtpe aKKpeauToBaHHbIX d)vmmanos,
npeacTtaBuUTeIbCTB MHOCTPAHHDBIX OPUAONYECKUX NTNULL,;

Hannyune pacxoxaeHni mexay nHpopmauuen, npeaycMoTPEHHOM 3as1B/IEHUEM,
npeAcTaBNeHHbIM B COOTBETCTBMM C ab3auem LwWwecTbiM MNyHKTa 24 Hactoawero [onoXKeHus, u
CBEeAEHUSMM, NpPeacTaBAeHHbIMU B CUCTEMY MOHUTOPMHIA (A4N8 NpencTaBUTENbCTB MHOCTPAHHbIX
opraHuMsaumnin Ha TeppuTopum Poccuiickoli ®enepaumm, ABAAIOWMXCA AepKATENAMU UK BRageNbLaMK
PErucTPaLMOHHOIO YAOCTOBEPEHUA W HE MMEILWMX JIMLEH3UM HA MPOM3BOACTBO J1IEKAPCTBEHHbIX
CpeacTs, MMUEH3MM HA GAPMALLEBTUYECKYIO AeATeIbHOCTb (BK/OYas ONTOBYH M PO3HMYHYIO TOProB/io
JIeKapCTBEHHbIMU CPEACTBAMM) U IULLEH3UN HA MEONUMHCKYIO 4eATENbHOCTD);

[) B OTHOLIEHWM OpraHM3aLMii ONTOBOM TOPrOBAWM NIEKAPCTBEHHbLIMKU NpenapaTamu, opraHn3auni
PO3HUYHOW TOPrOBAMN JIEKAPCTBEHHbIMM NpPenapaTaMmm, MegUUNHCKUX OPraHn3aumnii U MHAMBUAYAbHbIX
npegnpuHMmarenei:

HEeCOoOoTBEeTCTBMNE AaHHbIX B/1afeNbla KBaJ'IMd)VILI,MpOBaHHOI'O CepTMd)MKaTa AaHHbIM pyKOBOAUTENA
OpraHnsaunn, a TaKXKe OTCyTCTBUE CBE,CI,EHMﬁ [0} KBaﬂVId)MLI,VIpOBaHHOM CepTMCbVIKaTe, BblAAaHHOM
PpyKoBOAUTENIO OpPraHn3auunm;

OTCYTCTBME CBeAeHWI O 3anucAax B EAMHOM rocyaapCcTBEHHOM PeecTpe HpUAMYECKUX AL, UK
EAMHOM rocyapCTBeHHOM peecTpe UHAMBUAYaNbHbIX NpeanpuHMmMmaTenei;

OTCYTCTBME CBEAEHUI O AEUCTBYIOLLEN NMLEH3UN B EAMHOM peecTpe ANLEH3UI Ha MeANLMHCKYI0
1 dapmaLeBTMYECKYHO AeATeNIbHOCTb.

28. Mo pe3ynbTaTaM peructpauumn cybbektTa obpalleHus JIeKapCTBEHHbIX CPeAacTB B cuUcTeme
MOHUTOPUHIA U NPEeAOoCTaBAEHUN eMy JIMYHOTO KabuHeTa Ha afpec 3/eKTPOHHOM MOYTbl, YKa3aHHbIN
npuv nogavye cBegeHWM, 0NepaTopom CUCTEMbI MOHUTOPUHTA C UCMO/Ib30BaHNEM GYHKLMOHANA CUCTEMDI
MOHMWTOPUHra OTMPaBAAETCA COOTBETCTBYOWEE yBedomeHue. pM 3TOM NOBTOPHOE WMCMO/b30BaHue
OAHOTO M TOrO e afpeca 3/EeKTPOHHOM MOoYTbl ANA PErncTpaumm NUYHbIX KabMHETOB pas/MuYHbIX
Cy6bekToB 06palleHUA NEeKapPCTBEHHbIX NPenapaTos He A0MNYCKaeTcs.

29. CybbeKT 0bpalleHna NeKapcTBEHHbIX CPeACTB, NOAYYMBLUNI YBeAOMIEHMEe O perncrTpaumm B
cUCTEME MOHWUTOPWHTA, NpU akTMeauum GYHKUUIM AMYHOTrO KabuHeTa BHOCUMT B CMCTEMY MOHMTOPUHra
nepeyeHb aApecoB MeCT OCYLEeCTBAeHUA AeATe/bHOCTU nyTem BblibOpa Takoro agpeca M3 aapecos,
YKa3aHHbIX B IMLEH3MAX Ha NPON3BOACTBO NIEKAPCTBEHHbIX CPEACTB, NMLEH3MNAX Ha hapmaLLeBTUYECKYIO
0eATeNbHOCTb (BKAOYaA ONTOBYIO U PO3HUYHYIO TOPrOB/O EeKapCTBEHHbIMWU CPeACcTBaMM) U NULEH3UAX
Ha MeAMUMHCKYIO [eATeNbHOCTb, a TaKXKe MepeyeHb agpecoB dapmaleBTUYECKMX CKNados (npu
Ha/IMYMM YKa3aHHbIX TINLEH3NN).

CybbeKkT 0bpalleHns NeKapCTBEHHbIX CPEeACTB - AeprKaTesb WAW Blagenel, PerucTpalyoHHOro
YAOCTOBEPEHUS NPOU3BEAEHHOTO BHE TeppuTopun Poccuiickoi ®esepaunmn nekapcTBeHHOro npenaparta
n (Mnn) ero NpeacTaBUTENLCTBO Ha TeppuTopun Poccuiickoit ®esepaumn, noayymBLLME YBEAOMNEHME O
peructpauum B CUCTEME MOHMTOPUHIA, BHOCAT B CUCTEMY MOHWUTOPUHIA MHPOPMaLMUIO O
NPOM3BOACTBEHHbIX MAOLLAAKAX, OCYLLECTBAAIOWMNX MPOU3BOACTBEHHYIO CTaamio $acoBKM (YNnaKoBKM)



NleKapCcTBEHHbIX NPenapaToB BO BTOPUYHYIO (NOTPebuTenbCKyo) YNaKoBKY /IeKapCTBEHHOro npenapara
(a npu ee oTcyTCTBUM - B MEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOro npenapaTta) M MPOU3BOACTBEHHYIO
CTaAMIo BbIMYCKAIOLLEro KOHTPOIA KayecTsa.

30. [Mepefdadya cBedeHU cybbekTamn 06palleHNAa /IeKapCTBEHHbIX CPeACTB B CUCTEMY
MOHMWTOPUHIa OCYLLLECTBAAETCA Ha OCHOBe pa3paboTaHHbIX MHGOPMALMOHHbBIX 3/1EKTPOHHbIX CEPBUCOB
onepaTtopomM CUCTEMbl MOHMTOPUHIa C MCNO/b30BaHMEM CTaHAAPTHbIX MPOTOKOA0B M WHTepdelicos
3/1EeKTPOHHOrIOo B3aMMOAencTeus.

ABTOpU3auMA CybbeKTOB obpalleHus JIeKapCTBEHHbIX CPeacTB - OPraHuW3auui, NpusHaBaemblxX
Ha/soroBbIMM pesngeHTammn Poccuiickoit depepaumn, MWHOMBUAYANbHbLIX NpeanpuHUMaTenen wu
npeacTaBUTEIbCTB MHOCTPAHHbIX OpraHM3aumii Ha TeppuTopun Poccuiickolt ®eaepaumn, ABNAKOWMXCA
AepKaTenamMmn UAn BnagenblamMu  PerncTpauMoHHOIO yAO0CTOBEPEHMS, B CUCTEME MOHWUTOPUHIA
OCYLLECTB/IAETCA NOCPEACTBOM MUCMO/1b30BaHUA KBaAMPULMPOBAHHOIO cepTudMKaTa.

AsTopu3auma cybbeKToB 0OpalLeHUs NeKAPCTBEHHbIX CPEACTB - WHOCTPAHHbIX OPraHM3auui,
ABNAOLLMXCA AepKaTensiMn Uan BAageNbLaMn PErmcTPaLMOHHOIO YA0CTOBEPEHMA, HE MPU3HABAEMbIX
HanorosbIMK pesngeHTammn Poccuiickolt Pegepaunn U He UMEOLWMX NPeaCTaBUTENbCTB Ha TEPPUTOPUM
Poccuiickolt depepaunn, B CUCTEME MOHWUTOPWMHIA OCYLLECTBAAETCA MOCPeACTBOM MCMNOJIb30BaHUS
NPOCTOM 3NEeKTPOHHOM NOAMNUCH.

31. CeBeaeHun, nepegaBaemble B CUCTEMY MOHUTOPWUHra, GOPMUPYIOTCA M NPeacTaBAAOTCA B
bopme 3INEKTPOHHbLIX AOKYMEHTOB, MNOAMUCAHHbLIX YCUNEHHON KBaAUPUULMPOBAHHOMN 3NEKTPOHHOM
NOAMMUCLIO, 33 UCK/OYEHUEM C/ly4YaeB, NPeLyCMOTPEHHbIX ab3auamu BTOPbIM - LIECTbIM HACTOSLLEro
NyHKTa.

He noanucbiBaloTCA YCUAEHHOM KBaAMPUUMPOBAHHOM 3/1€KTPOHHOM NOANUCHIO:

CBEAEHUS O PO3HWYHONM TOPros/e NEeKapCTBEHHbIMKU NpenapaTamu, nepesaBaemble cybbekTamm
ob6pallleHna NeKapCTBEHHbIX CPeacTB B 3/1€KTPOHHOM dopme B cocTaBe (GUCKaNbHbIX AOKYMEHTOB B
COOTBETCTBMM C 3aKoHOAaTenbcTBoMm Poccuiickoit depepaunm 0 NPUMEHEHMU KOHTPO/bHO-KaccoBOM
TEXHWUKMY;

cBeAeHMA O BblBoae M3 060poTa /IeKapCTBEHHbIX MpenapaTtos, nepegaBaemble CybbekTamu
obpallleHnn NeKapCTBEHHbIX CPEeACTB B 3/1EKTPOHHOM ¢opmMe C MCNo/b30BaHMEM PerMcTpaTopos
BbIObITUA UM KOHTPOJ/IbHO-KAaCCOBOM TEXHMKM (Mpu OTNycKe 6ecnaaTHO UM CO CKUMAKOM IeKAPCTBEHHbIX
npenapaToB Mo peLenTy Ha IeKapcTBEHHbIE Npenapartsl);

CBEAEHUs, nepefaBaemble CybbeKTamu 06palLeHWs SIeKAPCTBEHHbIX CPeacTB B 3/1IEKTPOHHOM
dbopme ¢ MCNoNb30BaHMEM YCTPOMCTB PErNCTPALLIMM IMUCCUM;

cBeAeHUs, nepegaBaemble B COOTBETCTBMM C HacToAwMM [lonoKeHMem opraHusaumamm -
cybbeKkTamm obpallleHMA NeKapCTBEHHbIX CPEACTB, He ABAAIOLLMMMUCA OPraHU3aLUAMM, NpU3HaBaeMbiMU
HanorosbiMM pesnaeHTamm Poccuiickoit deagepaumu.

32. MNepepaya cBeaeHUIA B CUCTEMY MOHWMTOPMHIA OCYLLECTBAAETCA NOCPEACTBOM Hampas/ieHun
¢dainos ¢opmaTa, cornacoBaHHoro ¢ MUHUCTEPCTBOM 34paBOOXpaHeHUs Poccuiickor depepaumm u
pa3MeLLEHHOTO ONepaToPoOM CUCTEMbI MOHUTOPUHTA B MHGOPMALMOHHO-TEIEKOMMYHUKALMOHHOW ceTu
"MHTepHeT" Ha ero odpmuUManbHOM cainTe.

[aTolt npeacTaBieHns CBeAEHU B CUCTEMY MOHUTOPWHIA CYMTAETCA AaTa, 3adUMKCMpPOBaHHas B
KBUTAHUMM O Npueme CBegeHUi, GopmupyemMor nNpu ux GUKcaumm B cMCcTeMe MOHUTOPUHIa B popme
3/1EKTPOHHOTO JOKYMEHTa.

MpeactaBneHve cBeAeHU B CUCTEMY MOHWUTOPMHIa CybbeKToM 06palleHUs JIeKapCTBEHHbIX
CPeacTB NPV OCYLLEeCTBAEHMM Onepaumii  C  NeKapCTBEHHbIM  NpenapaTom  OCYLLeCTBASEeTcA



nocnenoBaTesibHO, 33 UCK/IIOYEHUEM C/1y4aeB, NPeasyCMOTPEHHbIX HacToAWwMM MonoxkeHnem. Mpu sTom
cBefeHuss o6 ouyepenHOlM onepaumu C JIEKapCTBEHHbIM MpenapaTom nepeaarTcs nocne nosyyeHus
cybbekTamn obpalleHma NeKapCcTBEHHbIX CPeAcTB NoATBepPXKAeHUA 06 ycrnewHo obpaboTke cuctemomn
MOHWTOPWUHIa CBEAEHMUI O NpeablayLei onepaLmm C 1eKapCTBEHHbIM NPEenapaToMm.

33. MNpu onNncaHMM NeKapCTBEHHbIX NPenapaTos BHeCeHWe cBeAeHN B MHGOPMaLMOHHbINA pecypc,
obecneynBaoLMit y4eT U XpaHeHMe AO0CTOBEPHbIX AaHHbIX O TOBapax MO COOTBETCTBYIOLLEN TOBAapHOM
HOMEHKNAType, U CUCTEMY MOHWUTOPWMHrA OCYLLECTBAAETCA CledylolumMn cybbekTamm obpalleHus
NeKapCTBEHHbIX CPeACTB:

B C/y4yae TPOM3BOACTBA JIEKApPCTBEHHbIX npenapatoB B Poccuiickoi  depepaumm -
NPOM3BOSUTENAMM NIEKAPCTBEHHbIX CPEeACTB, OCYLWECTBAAWMMM 3aBeplieHMe MPOU3BOACTBEHHOW
cTaanv $acoBKM (YNaKoOBKM) NEKAPCTBEHHbIX MPENapaToB BO BTOPUYHYLO (NOTPEBUTENbCKYIO) YNaKoBKY
NleKapcTBEHHOro npenapata (a npu ee OTCYTCTBUM - B MEPBUYHYHO YMAKOBKY JIEKAPCTBEHHOMO
npenapara);

B C/y4yae MNPOM3BOACTBA JIEKAPCTBEHHbIX MPenapaToB 3a npegenamu Tepputopum Poccuiickoi
degepauun (B cnydyae MHOCTPAHHOTO MNPOM3BOACTBA) - AEpKaTeNamu WAM  BAaAeNbLuamu
PerncTpaumoHHOro yaoctosepeHusa U (Mav) Ux NpeacTaBUTENbCTBaAMM Ha Tepputopun Poccuiickoi
degepaumn AN YyNONHOMOYEHHBIMU NPeACTaBUTENAMM.

MNepeyeHb cBeAEHMWI, NPEeACTaBAAEMbIX NPU OMNMCAHUM IEKAPCTBEHHbIX NpenapaTos cybbekTamm
06paLleHna NeKapcTBEHHbIX CPEACTB B MHPOPMALMOHHBIN pecypc, obecneynsatowmnii y4eT U XpaHeHue
[OCTOBEPHbIX JAaHHbIX O TOBapax MO COOTBETCTBYHOLWEN TOBApPHOM HOMEHKNaType, npuvBeaeH B
npunoxkeHum N 2.

CybbeKkTbl obpalleHMa NeKapCTBEHHbIX CPeacTB, YKasaHHble B ab3auax BTOPOM WU TPeTbem
HACTOSAILLEro NyHKTa, PErmcTpUpYIOT IeKapPCTBEHHbIE NpenapaTtbl B CUCTEME MOHUTOPUHIA Ha OCHOBAHWUM
3/IEKTPOHHOM 3asBKMW, coAepKaLlei:

rnobanbHbIn NAEHTUGUKALMOHHBIA HOMEP TOProBOMN eAMHULbI;

HOMEpP PEerucTpaLMoHHOrO YAOCTOBEPEHUA M AaTy peructpaumm feKapcTBEHHOro npenaparta B
rocyAapCTBeHHOM PeecTpe IeKapCTBEHHbIX CPeACTs.

O6paboTKa NO/YYEHHbIX CBeAEHWUM OCYLLeCTBAAETCA B aBTOMATMYECKOM peXMMe NnyTem
dbopmMpoBaHMA 3anpoca Ha MoJyYyeHuMe CBeAeHW O JleKapCTBEHHOM npenapaTe M3 eauHOM
rocyfapCTBeHHOW MHPOPMALMOHHONW cucTeMbl B cdepe 34paBOOXPaHEHUs U MHOOPMALMOHHOIO
pecypca, obecneymBaloWEero yyeT U XpaHeHne L0CTOBEPHbIX AaHHbIX O TOBapax Mo COOTBETCTBYHOLLEN
TOBApHOW HOMEHK/ATYpE.

34. CBepeHusn, npeacTaBnsemble CybbeKTammu obpalleHus NIeKapcTBEHHbIX CPeacTB B CUMCTEMY
MOHMUTOPUHra Npu BBoAE B 060POT NEKAPCTBEHHbIX MPEnapaTos, NpuseaeHbl B npuaoxeHun N 3.

CBegeHus, npeacTaBnfemble CybbeKTamu 06palleHMA NeKapCTBEHHbIX CPeaCcTB B CUCTEMY
MOHMUTOPUHra NpK BbiIBOAE M3 060POTa NEKAPCTBEHHbIX NpenapaTos, NpueeaeHbl B NpuaoxeHun N 4.,

35. B pamkax BBOAa B 06OPOT NEKAPCTBEHHbLIX MPEenapaTtoB Ha TeppuTopuu Poccuiickoit
denepaumn, NpPoOU3BELEHHbIX Ha TeppuTopuu Poccuiickoii depepaumu, cybbekT obpalieHun
NIeKapCTBEHHbIX CPEeACTB, OCYWecTBAAWMIA $acoBKy (YNaKOBKY) JIeKAapCTBEHHOro npenapata BoO
BTOPUYHYIO (NOTPEBUTENbCKYIO) YMAKOBKY (B C/lyyae ee OTCYTCTBMS - B MEPBWMYHYIO YMAKOBKY), A0
npeacTaBNeHna CBEAEHWM O JaNbHEWWWX onepaumax C TaKMMW JIeKAPCTBEHHbIMM Mpenapatamu
npeacraBnsieT B CUCTEMY MOHMTOPUHIA C WCMOJ/Ib30BAHMEM YCTPOMCTBA pPermcTpauum smmccum
cBeAeHMsA, NpeayCcMoTpeHHble NyHKTOM 1 npunosxkeHuna N 3 K HacTosAwemy MonoxkeHuto.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)



Mpwu ocywectBneHMn otbopa 06pa3LoB NEKAPCTBEHHOIO NpenapaTa B pamKax KOHTPOA KavecTsa
Npou3BeLeHHOrO JIEKAPCTBEHHOFO Mpenapata cybbekT obpalleHna NeKapCTBEHHbIX CPeAacTs,
OCYLLECTBAAIOLWNIN 0TOOP 06pa3LL0B NEKAPCTBEHHOIO NpenapaTa, NpeacTaBAAeT B CUCTEMY MOHUTOPUHIA
cBeaeHuA, npeayCcMoTpeHHble NYHKTOM 2 npuaoxeHua N 4 K HacTtoAawemy NonoXKeHuo.

CybbeKT obpalleHMA NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWMA NPOU3BOACTBEHHYIO CTAaAMIO
$acoBKM (YMaKOBKM) JIEKAPCTBEHHbIX MPENapaTtoB BO BTOPUYHYLO (MOTPEOUTENbCKYD) YMNaKOBKY
JIeKapCTBEHHOro npenapaTa (B cayyae ee OTCYTCTBMS - MEPBUYHYIO YMNAKOBKY J1IEKAPCTBEHHOTO
npenapara), B TeueHne 5 paboumnx AHel ¢ AaTbl 3aBePLUEHUA NPOU3BOACTBEHHON CTaZAMM BbiMyCKatoLLEro
KOHTPOAA KayecTBa 40 NpencTaBAeHUA CBEAEHUI O AasbHENLINX OnepaLmax C BBeAEHHbIMW B 060poT
JIeKapCTBEHHbIMM Npenapatamn NpeacTaBafeT B CUCTEMY MOHUTOPUHIA CBeAEHUA, NpeayCMOTPEHHbIE
NyHKTOM 2 npunnoxeHua N 3 K HacToAwemy [onoxKeHuto.

36. B pamkax BBOoga B 06OPOT NEKAPCTBEHHbLIX MpPEenapaTtoB Ha TeppuTopuu Poccuiickoit
denepaumn, nNpPoOM3BEAEHHbIX 33 npegenamv TeppuTopun Poccuitickon depepaunn, cybbekT
obpalleHnn NeKapCcTBEHHbIX CPeACTB, ABAAIOWMIACA AepiKaTeNem UM BNasesbLeM perucTpaLMoHHOro
YAOCTOBEPEHUA, WAM MPEACTaBMTENbCTBO MHOCTPAHHOW OpraHuM3auMM Ha Tepputopumn Poccuitckol
degepaumnn, ABNAIOWENCA AepsKaTenem WAW BAAAENbLEM PErucTpaLuvoHHOro yaocToBepeHusa, npu
3aBepLUeHMM NPOM3BOACTBEHHOM CTaAMM YNAKOBKM (B CyYae OTCYTCTBUA BTOPUYHOM YNaKOBKK - CTaguu
$acoBKM) NeKapcTBEHHbIX MpenapaTtos, A0 NPeACTaBleHUA CBeAeHWn O AanbHEWLWMX onepaumax c
TaKUMWM NeKapCTBEHHbIMK MpenapaTtamMmn NpPeacTaBAAOT B CMCTEMY MOHWUTOPMHIA C MCMO/b30BaHWEM
YCTPOICTBA perncTpaumm sMUCCUU CBeAEeHMA, NpeayCMOTPEHHble MyHKTom 3 npunoxenua N 3 K
HacToAwemy MonoKeHuIo.

(n. 36 B pea. NoctaHoBneHMA MpaButenbcTea PO ot 30.08.2019 N 1118)

37. B pamKax BBO3a /IeKapCTBEHHbIX Npenapatos B Poccuiickyo Gegepaumio cybbekT obpalieHun
NEKAapPCTBEHHbIX  CPEeACTB, ABAAOIWMNACA  Aep)KaTeNem UAM  BNafeNbLeM  PerncTpaumoHHOro
YAOCTOBEPEHUS, WM MPeAcTaBUTENIbCTBO MHOCTPAHHOW OpPraHuMs3auMuM Ha Tepputopun Poccuitckol
denepaumn, ABAAIOWENCA gepkKaTesieM MWW BAafdeNbLem PerncTpauMoHHOIO YyAOCTOBEPEeHUA, B
TeyeHue 45 paboumx gHel ¢ JaTbl OTIPY3KM NEKAPCTBEHHbIX NpenapaToB B Poccuiickyto ®eaepaunto Ao
[OCTaBKM JIEKAPCTBEHHbIX MpernapaToB B MecTo NpubbiTUA Ha TeppuTopumn Poccuiickoi depepaumm v
npeacTaBNeHnas CBEAEHWM O JaNbHEWWWX onepaumax C TaKMMW JIeKApCTBEHHbIMM MpenapaTtamu
npeacTaBAsieT B CUCTEMY MOHUTOPUHIA CBEAEHWSA, NPeasyCMOTPeHHble NyHKTOM 4 npuaoxenus N 3 K
HacToAwemy MonoKeHuIo.

CybbeKkT obpalieHns NeKapCTBEHHbIX CPeacTB, OCYLLECTBAAIOWMA BBO3  JIEKAPCTBEHHbIX
npenapatoB B Poccuiickyto ®epepaumto, B TeyeHne 5 paboumx AHelM € AaTbl AOCTABKU IEKAPCTBEHHbIX
npenapatoB B MecTo NpubbiTna Ha Tepputopmn Poccuiickon depepaumnm [0 NpeacTaBAeHUs CBELEHUM
O MNPUHATUU peLIeHMA TAMOMKEHHbIMW OpraHaMmM O BbIMYCKE NEKAPCTBEHHbIX MpenapaToB AnA
BHYTPEHHEero notpebneHns NpeacTaBAAeT B CUCTEMY MOHWTOPWHIA CBEAEHWA, MNPeayCMOTPEHHbIE
nyHKTOM 5 npnnokeHuna N 3 K HacToAwemy onoxKeHuto.

Mpy coBeplIEHNN TaMOXKEHHbIX OMepaumin MPU TaMOMKEHHOM OEKNAPUPOBAHUMU U MOMELLEHUN
NleKapCTBEHHbIX NPenapaToB MoA TaMOMKEHHYI Mpoueaypy BbiMycKa A0 BHYTpeHHero notpebneHus
TaMOMKEHHbIV OpraH:

3anpallnBaeT B CUCTEME MOHUTOPWHIA CBEAEHMA O CEPUAHOM rN0HaNbHOM NAEHTUDUKALMOHHOM
HOMepe TOProBoi eAMHWLbI UAM FPYNMNOBOM KoAe rPynnoBOiN YNaKoBKMW, B KOTOPOW HaxoAMTCA TaKoW
NeKapcTBeHHbIN Npenapart (B cyYae BBO3a rpynnoBoOM YNakoBKM LEIMKOM), AN OCYLLECTBAEHMS CBEPKM
C AaHHbIMM, YKa3aHHbIMM B AeKNapaLmMmn Ha IeKapCTBEHHbI nNpenapar;

nepefaer B CUCTEMY MOHWUTOPMHra AaHHble O BbIMyCKe ANA BHyTpeHHero notpebneHus
NleKapcTBEHHbIX NpenapaTos.

an BHECEHUM U3MEHEHUI B cBeaeHuA, ykasaHHble B AEK/1apaunn Ha J'IEKapCTBEHHbIVI npenapart,



B TedeHue 5 paboumnx gHelt nocne BbiNycka ANA BHYTPEHHEro notpebaeHns AeKapcTBeHHOro npenapaTa
TaMOXeHHbI OpraH nepeaaeT B CUCTEMY MOHUTOPUHIA CKOPPEKTUPOBAHHbIE AaHHbIE O IeKAapCTBEHHOM
npenapare.

Mpun ocywecTtBneHnn otbopoB 06pPa3LOB NEKAPCTBEHHbLIX NPEnapaToB B 30HE TaMOXEHHOro
KOHTPONA B LLeNAX NOATBEPXKAEHMA COOTBETCTBMA NEKAPCTBEHHbIX MpenapaToB cybbekT obpalieHus
NIeKapCTBEHHbIX CPeACTB, OCYLECTBAAIOWMIA BBO3 JIEKAPCTBEHHbIX MpenapaToB B Poccuiickyto
depepaunto, npeacraBAseT B CUCTEMY MOHUTOPUHIA CBeAEHWA, MNPeAyCMOTPEHHbIE MYHKTOM 2
npunoxeHua N 4 K HacToAwemy MNMonoxeHuto.

Mpu nepepaye npaB COOBCTBEHHOCTM B 30HE TAMOMKEHHOTO KOHTPOAS Ha JIEKAPCTBEHHblE
npenapaTbl, MOMELLEHHbIE MO TAMOMKEHHYI NPoLeaypy TaMOMKEHHOro CKaaga, cybbekT obpalyeHus
NeKapCTBEHHbIX CPeACTB, OCYWECTBAAIOWMIA BBO3 JIEKAPCTBEHHbIX MNpenapatoB B Poccuiickyto
denepaumio, B TeyeHMe 5 pabounx aOHel c paTbl 0POPMIEHWMA COOTBETCTBYIOWMX AOKYMEHTOB O
nepesaye npaBa COBGCTBEHHOCTM Ha /NeKApCTBEHHble MpenapaTtbl 40 NpeacTaBAeHMsA CBEAEHMI O
JaNbHENINX onepaumax C JIeKapcTBEHHbIMM MpenapaTtamMmu MpeacTaBaseT B CUCTEMY MOHWUTOPUHIA
cBeAeHusA, NPeayCMOTPEHHble NYHKTOM 6 npunoxkeHna N 3 K HacToAwemy MonoxeHutio.

Mpun 3ToM cy6beKT obpalleHns NeKapCTBEHHbIX CPeACTB, KOTOPOMY OCyLLECTB/IeHa nepeaaya npas
COBCTBEHHOCTM Ha NEKapCTBEHHbIA npenapaT, MOMELLEHHbI MNoA TaMOMEHHY npoueaypy
TaMOXEHHOTO CKNaaa, B TedeHme 5 pabounx aHen ¢ AaTtbl 0pOPMNEHMA COOTBETCTBYIOLLMX AOKYMEHTOB
0 nepefadye npaBa COBGCTBEHHOCTM Ha JEKAPCTBEHHbIM npenapaT W perncTpaumm B cUCTEME
MOHUTOPUHra CBeAeHWI O nepefaHHbIX JIeKapCTBEHHbIX NpenapaTtax A0 NpeAcTaBiAeHUsA CBeAeHWin o
JaNbHENILNX onepaumsax C NeKapCTBEHHbIMKU NpenapaTamu NoATBEP)KAAET AOCTOBEPHOCTb CBEAEHWUH,
cogepKalumMxca B CUCTEME MOHWUTOPWMHIA, O MPUHUMAEMbIX JIEKApPCTBEHHbIX Mpenapartax nyTem
npeacTaBNeHnsa CBEAEHUN B CUCTEMY MOHUTOPWHIA, NPeayCMOTPEHHbIX MYHKTOM 7 npunoxenus N 3 K
HacToAawwemy MonoxKeHuto.

Mpun NnepemeLLeHMM NeKapCTBEHHbIX MPenapaToB MeK Ay 30HaMN TAMOMKEHHOIO KOHTPONS CyObeKT
obpallleHnna IeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWMA BBO3 JIEKAPCTBEHHbIX NpenapaTtoB B
Poccuinckyto ®egepaumnio, Mnm cybbeKT obpalleHma NeKapCcTBEHHbIX CPeACTB, KOTOPOMY OCYLLECTB/EHA
nepegada npaB COOCTBEHHOCTUM Ha JIEKAPCTBEHHbIA MNpenapaTt, MNOMELWEHHbIA NoA TaMOMKEHHYHO
npoueaypy TaMOMEHHOro cKknaga, B TedyeHMe 5 paboumx AHel € AaTbl TAKOro nepemelleHus Ao
npeacTaBieHMA CBeAEeHMN O AafbHeMLWKnX onepaumnax C NeKapCcTBEHHbIM NpenapaTtom npeacTaBaseT B
CUCTEMY MOHMUTOPUHIa CBEAEHMA, NPeayCMOTPEHHble NMyHKTOM 8 npunoxeHma N 3 K Hactosawemy
[MonoxeHwuto.

CybbeKT o006palleHna JeKapCTBEHHbIX CPEACTB, OCYLWECTBAAIOWMNA BBO3 /IEKAPCTBEHHbIX
npenapatoB B Poccuiickyto degepaumio, B TeyeHne 5 paboumx gHeW € [aTtbl peleHua O BbinNycKe
JIeKapCTBEHHbIX NPenapaToB A8 BHYTPEHHEro notpebaeHns, NPUHATOrO TaMOXKEHHbIMM OpraHamu, 4o
npeacTaBAeHUs CBEAEHUIN O Aa/IbHENLLMX ONepaLmax C 1eKapCTBEHHbIMW NpenapaTtamu npeacTaBaseT B
CUCTEMY MOHWUTOPUHIA CBEAEHMUA, NPeAyCMOTPEHHble NMyHKTOM 9 npunoxeHua N 3 K HacToAwemy
MonoxeHuto.

Mpn nepemelleHNUN NEKAPCTBEHHbIX MPEnapaTtoB W3 30Hbl TAMOMKEHHOTO KOHTPOAA cybbekT
06paleHna NeKapCTBEHHbIX CPEACTB, OCYLECTBAAIOWMA BBO3 JIEKAPCTBEHHbIX MpenapaTos B
Poccuinckyto ®Pepepaumnio, Mnm cybbekT obpalleHmA NeKapCTBEHHbIX CPEACTB, KOTOPOMY OCYLLECTB/EHA
nepefaya npaB COOGCTBEHHOCTM Ha JNEKAPCTBEHHblE MpenapaTtbl, MOMECTUBLUMIA JIeKapCTBEHHbIE
npenapaTtbl N0 TaMOXEHHYIO MPOLEAYPY TAMOXKEHHOFO CKNaaa, B TedyeHue 5 paboumnx gHei ¢ pathbl
NPUEeMKN NIeKapCTBEHHbIX NpenapaTtoB Ha ¢apmaueBTUYECKUIA CKNag, W 3aBepLUEHMA TaMOXKEHHOM
npoueaypbl BbiMyCKa ToBapa A4/s BHYTPeHHero noTpebneHua (UAM C AaTbl pPelleHus O BbIMycKe
JIeKapCTBEHHbIX NpenapaToB ANA BHYTPEHHEro notpebaeHns, NPUHATOrO TAMOMKEHHbIMM OpraHamu, npu
nNpUMeHeHUN npoLeaypbl YCIOBHOMO BbiMyCKa TOBAapOB) A0 MpeAcTaB/ieHMA CBEAEHUA O AasibHeNLWmnX
onepaumax € NeKapCTBEHHbIMW npenapaTamuv MNpeacTaBAseT B CUCTEMY MOHUTOPUHIA CBeAeHuA,
npeaycmoTpeHHble nyHKTOM 10 npunoxeHma N 3 K HacToAawemy MNonoxeHuio.



38. B pamKax BBO3a JIEKapCTBEHHbIX MpenapatoB B Poccuiickyio degepaumio M3 rocysapcrs -
uneHos EBPasMIACKOTO 3KOHOMMYECKOro Ccoto3a Cy6beKkT o6palleHMs /IeKapCTBEHHbIX CPeAacCTs,
ABNAOWMICA  AepXaTenemM  WAM  BAagenbUem  PerucTpauMoHHOro  yAOCTOBEpeHus, WU
npeacTaBUTebCTBO MHOCTPAHHOM OpraHn3aunm Ha TeppuTopun Poccuitickoit deaepaumu, asastolienca
Aep)Katenem UAN BAaAeNbLEM PerMcTpaLMoHHOro yA0oCTOBEPEeHUA, B TedeHne 5 pabounx aHel ¢ aatbl
OTrPYy3KW NleKapcTBeHHbIX npenapaToB B Poccuiickyio Pegepaunio A0 NpeacTaBieHWAa cBeaeHWin o
JanbHENIINX onepauusax C TaKMMU NEKapCTBEHHbIMW MpenapaTamu MnpeacTaBAseT B cUCTemy
MOHUTOPUHra CBeAEHMUSA, MPeayCMOTPeHHble NyHKTOM 11 npunoxeHusa N 3 K HacToawweMy [oN0KeHUo.

CybbekT  obpalweHus  NeKapCTBEHHbIX  CPEACTB,  OCYLLECTBAAOLWMI npuemky  Ha
bapmaLEeBTUYECKUIN CKNAA, NIeKapCTBEHHbIX MpenapaToB npu BBo3e B Poccuiickyto Pepepaunio u3
rocyfapcts - 4yneHos EBpasMIMCKOro 3KOHOMMYECKOro Coto3a, B TeyeHMe 5 paboumx gHein c patol
NPUEMKM NEKAPCTBEHHbIX MPENapaToB A0 NPeACTaBNEHUA CBEAEHUIM O AaNbHEMWMX onepaumsax ¢
TaKUMW  JIEKAapCTBEHHbIMM MNpenapaTtamuv NpeacTaBAsdeT B CUCTEMY MOHUTOPUHIA CBeAeHwus,
npeaycMmoTpeHHble NyHKTOM 12 npunoxeHna N 3 K HacToawemy MNonoxeHuto.

Mpu ocywecTBNeHnn BBOAa B 06OPOT JIEKAPCTBEHHbIX NPenapaToB Ha TeppuTopuu Pocculickoi
degepaunn B paMKax BBO3a /leKapcTBEHHbIX npenapaTos B Poccuiickytio ®eaepauntio U3 rocyaapcrs -
uneHos EBPasMIACKONO 3KOHOMMYECKOro Cot3a Cy6beKkT o6palleHMs /IeKapCTBEHHbIX CPeAacCTs,
OCYLLECTBAAOWMNIA NPUEMKY Ha dapmaLLeBTUUYECKMIA CKNag, NIeKapCTBEHHbIX NpenapaTtos, B TeyeHue 5
pabounx AHei C AaTbl NOAYYEHUA OOKYMEHTOB O MOATBEPXAEHWM COOTBETCTBMA MPOAYKUMM A0
npeactaBNeHUA CBEAEHW O AanbHEWWMX onepaumax C TaKMMWU IeKapCTBEHHbIMM Mpenapatamu
npeacTaBAsfeT B CUCTEMY MOHUTOPUHIA CBEAEHUA, NPeayCMOTPEHHble NyHKTOM 13 npunoskeHuna N 3 K
HacToAwemy MonoKeHuIo.

39. CeeaeHuA, npeactasasemble cybbekTamm 0b6palleHMs NeKapcTBEHHbIX CPeacTB B cCUCTEMY
MOHUTOPWHIa NPU OCYLLECTB/IEHNM ONEepPaLmii C FpynnoBoOl YNaKoBKOM, NpuBeseHbl B NpuaoxKeHun N 5.

40. MpK oCyWwecTBNEHNM arpernpoBaHnsa cybbeKT obpalleHusa eKapCTBEeHHbIX CPeACTB HaHOCUT
Ha TPeTUYHYIo (TPAHCMOPTHYIO) YNAaKOBKY NEKAapPCTBEHHOMO NpenapaTa rpynrnoBoi Kog U NpeacTaBaseT B
CUCTEMY MOHWTOPMHIA CBEAEHWA, NMpedyCMOTpeHHble NyHKToM 1 npuaoxenua N 5 K HacToslwemy
MonoKeHno, 40 NpeacTaBNeHUA CBeAeHMI O AafbHeMWuX onepaumsax C TakKUM JIeKapCTBEHHbIM
npenapaTom.

41. Npu pachopMUPOBaAHNN TPETUYHOM (TPaHCMOPTHOIM) YNAaKOBKWU JIeKapCTBEHHOrO npenapara,
M3bATUM NIEKAPCTBEHHbIX NPenapaTtoB M3 TPETMUYHON (TPaHCMOPTHOM) YMNaKoBKU NeKapCTBEHHOro
npenaparta, AONONAHUTE/IbHOM BJIOXEHUM JIEKapCTBEHHbIX MPenapaToB B TPETUYHYIO (TPaHCMOPTHYIO)
YNaKoBKY J/IEKapCTBEHHOro npenapata CybbekT obpalleHuMa NeKapCTBEeHHbIX CpeacTB  And
JIeKapCTBEHHbIX MPenapaToB, HaxogAWMXcAs Ha Tepputopum Poccuitckoir depepauuun, B TeyeHue 5
pabounx AHEN WAM ANA NEeKapCTBEHHbIX NPenapaToB, HAxXo4AWMXCA 3a npeaenamum TeppuTopum
Poccuitickoit Pepepaumn, B TeyeHne 20 paboumx AHEN C JaTbl COOTBETCTBYIOWEN onepaumm C
NIeKapCTBEHHbIMM  MpenapaTamu  WANM  TPETUYHOW (TPAHCMOPTHOM) YMAKOBKOM /IEKAPCTBEHHOrO
npenapaTta, HO 4O NpeacTaB/ieHUA CBEAEHWUIM O Oa/fibHENLWMX Oonepaumsax C TaKUMMWU JIEKAapPCTBEHHbIMM
npenapaTtamu Uan TPETUYHOM (TPAHCMOPTHOM) YNaKOBKOWM SIEKAapCTBEHHOMO NpenapaTta, NpeacTaBaAloT B
CUCTEMY MOHUTOPUHIa CBEAEHMUA, NPeAyCMOTPEHHbIE NyHKTamM 2 - 4 npunoxeHua N 5 K HacToswemy
MonoxeHuto.

42. CBepeHus, npepcraBasemble cybbekTamu obpalleHUs NeKapCTBEHHbIX CPeACTB B CUCTEMY
MOHUTOPUHIA NPy 0H60POTE M BHYTPEHHEM MEPEMELLEHMUM JIEKAPCTBEHHbIX NPEnapaTos, NpuBeaeHbl B
npunoxeumn N 6.

43. CybbeKkT obpalleHMa IeKapCTBEHHbIX CPeAcTB, OCYLIECTBAAOWMIA  nepemelieHne
JIeKapCTBEHHbIX MPenapaTos Mexay agpecamu MeCT OCYLLLECTBAEHNA AeATEe/IbHOCTU COrNacHO INLLEH3UK
(c yyeTom TaKkMx BMOOB AEATENbHOCTM, KakK MNPOU3BOACTBO  JIeKApPCTBEHHbIX CpPeacTB U
dapmaLeBTMUECKas AeATeNbHOCTb) M (Man) dapmaLeBTUYECKMMM CKNagamMu, B TedeHue 5 paboumx aHemn



Cc ¢daKTMyeckon AaTtbl NepemelleHMs NieKapCTBEHHbIX MpenapatoB A0 NpeacTaBleHuAa cBedeHMN O
JanbHENINX onepauusax C TakKMMU NEKapCTBEHHbIMW MpenapaTamu npeacTaBAseT B  cUCTemy
MOHMUTOPUHra cBeAeHMA, MPeayCMOTPEHHbIe NyHKTOM 1 npunoskeHna N 6 K HacToawemy MonoKeHuIo.

44. Mpun nepegaye feKapCcTBEHHbIX NpenapaTos mexay cybbekTamm obpalleHnsa NeKapCTBEHHbIX
CpeAcTs AO0MNycKaeTca npeacTaBAeHWe CBeAEeHUA B CUCTEMY MOHMTOPUHra cybbektom obpalieHus
JIeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOLWMM nepeaady feKapcTBEHHbIX npenapaTtos (Aanee - npamoi
nopagoK npeacTaBieHUa ceefeHuit), uan  cybbekTom o06palleHna IeKapCTBEHHbIX CPeacTs,
OCYLLLECTBAAIOWMM NPUEMKY IeKapCTBEHHbIX NpenapaTtos (aanee - o6paTHbIM NOPAAOK NpeAcTaBAeHUsA
cBeaeHun).

PeweHre o Bblibope nNpsMOro nopsaka nNpeactaBneHua ceegeHuii anbo obpaTHoro nopagka
npeacTaBNeHVa CBeAEeHWA MpPUHUMMAeTcs CybbekTamu obpalleHuWs  JIeKapCTBEHHbIX  CPeacTs,
NpeacTaBAsOWMMUN TaKME CBEAEHNsA, CAMOCTOATE/IbHO.

B cnyyae Bbibopa npAMOro nopsaka npeacTaBiAeHMsAs CBeAeHMM CcybbeKT obpaleHus
NeKapcTBEHHbIX CPEeACTB, OCYLLECTBAAIOWMI Nepeaady NIeKapcTBEHHbIX NPenapaTos Apyromy cybbekTty
ob6pallleHna NeKapcTBEHHbIX CPeACTB B PaMKax [pPakAaHCKO-MPaBOBbIX OTHOLWIEHWH, B TedeHue 5
pabounx AHer C ¢paKTMUecKoW AaTbl OTIPY3KM /IeKAapCTBEHHbIX NpenapaToB NpeacTaBAAeT B cUcTemy
MOHUTOPUHra cBeAeHMSA, MPeAYyCMOTPEHHbIE NYHKTOM 2 npuaokeHna N 6 K HacToawemy MonoKeHuto.

Mpu 3TOoM CcybbeKT o0b6paleHna NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIOWMIA  NPUEeMKy
NIeKapCTBEHHbIX NPEnapaToB OT ApYroro cybbeKkTa O6palleHMA JIeKapCTBEHHbIX CPeacTB B pPamKax
rPa4aHCKO-NPaBOBbIX OTHOLIEHWN, B TeyeHne 5 paboumx gHen c AaTbl NPUEMKM JIEKAPCTBEHHbIX
NpenapaToB WM PerucTpaumm B cCUCTEME MOHMUTOPMHIA CBeAEHUA 06 OTrpyXKEeHHbIX JIeKapCTBEHHbIX
npenapatax A0 NPeACTaBNEeHUA CBEAEHUIM O AaNbHEMWMX Onepaumsax C TaKUMMU NEKAPCTBEHHbIMM
npenapatamu MOATBEPKAAET LOCTOBEPHOCTb CBEAEHMI, COAEPKALUMXCA B CUCTEME MOHWUTOPUHIA,
nyTem NpeacTaB/eHUA CBEAEHUIA B CUCTEMY MOHUTOPUHIA, NPEeLYyCMOTPEHHbIX MYHKTOM 4 NPUOKEHUS
N 6 K HacToAawemy MonoKeHuto.

B cnyyae Bbibopa ob6paTHOro nopsgKa npeacTaBlAeHUs cBeAeHU cybbekT obpalueHun
NeKapcTBEHHbIX CPEACTB, OCYLLECTBAAIOLWMIA NPUEMKY NE€KAaPCTBEHHbIX NPenapaTos OT APYroro cybbekTa
ob6pallleHna NeKapcTBEHHbIX CPeACTB B PaMKax rPakAaHCKO-MPaBOBbIX OTHOLWIEHWH, B TedeHue 5
pabounx gHel c AaTbl NPUEMKM NIeKapCTBEHHbIX NpenapaToB NpeAcTaBAseT B CMCTEMY MOHUTOPWUHra
cBeAEeHMA O NPUHATLIX IeKapCTBEHHbIX NpenapaTtax, NPeayCMOTPEHHble NMYHKTOM 3 npuaoxkeHuna N 6 K
HacToAwemy MonoKeHuIo.

Mpn 3ToM cy6bekT obpaleHna NEeKapCTBEHHbIX CPEeACTB, OCYLWECTBUBLUMIM nepeaady
NIeKapCTBEHHbIX MPenapaToB APYromy cybbeKTy obpalleHua NeKapCTBEHHbIX MPenapaTtoB B pPamKax
rpa*kAaHCKO-MPaBOBbLIX OTHOWEHWI, B TeyeHue 5 paboumx AHel ¢ [aTbl perucTpauuu B cucteme
MOHUTOPUHIa CBEAEHWNA O MPUHATLIX JIEKAPCTBEHHbIX NpenapaTtax, HO A0 NpeacTaB/leHusa CBegeHul o
JaNbHENILNX ONepaumax C TakKMMMU JIeKapCTBEHHbIMM MpenapaTtamn MNOATBEPKOAET [AOCTOBEPHOCTb
CBEAEHWI, COAEPKALMXCA B CUCTEME MOHUTOPMHIA O NepeaaHHbIX NeKapCTBEHHbIX NpenapaTax, nytem
npeacTaBNeHUsa CBEAEHUIN B CUCTEMY MOHUTOPWHIA, NPeayCMOTPEHHbIX MYHKTOM 4 npunoxenus N 6 K
HacToAwemy MonoxKeHuto.

44(1). Npu nepepaye <deaepanbHbIM  OpraHam  UCMOAHWUTENbHOM  BAAcTW, OpraHam
rocyAaapcTBeHHoM Baact cybbekToB Poccuiickoin Pegepaumm v ynoaHOMOYEHHBIM UMW OpraHM3aumam
NeKapcTBEHHbIX MPenapaTtoB, 3aKynaemblX ANA HyX4 060poHbl cTpaHbl M 6e30MacHOCTU rocyaapcTsa,
OKasaHuA TyMaHMTapHOM MOMOLM, B ULENAX WCKAOYEHUA BO3MOXHOCTM PacKpbITUA CBeaeHWH,
OTHECEHHbIX K TrOCY4apCTBEHHOW TallHe, Ccyb6beKT o06palleHna  NeKapCTBEHHbIX  CPeACTs,
OCYLLECTBAAOWMIA Nepeaady TakKMX NE€KapCTBEHHbIX Mpenapatos, B TeyeHue 5 paboumx gHelt c aatbl
baKTUYEeCKOM OTrPy3KM IeKapCTBEHHbIX NpenapaTos NpeacTaBaAseT B CUCTEMY MOHUTOPUHIa CBeAeHUA O
BbIBOZE JIEKAPCTBEHHbIX MpenapaTtoB M3 060pPOTa, 3a MCKAOYEHMEM CBEAEHWI, NpesyCMOTPEHHbIX
nognyHktamm "a" n "e" nyHkta 1 npunoxkeHusa N 4 K HacToawemy MNonoxkeHuto.



(n. 44(1) sBeaeH MoctaHoBneHnem MpasuTtenbctsa PO ot 30.08.2019 N 1118)

45. Cy6beKT obpallleHNs NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWMIN KOHTPaKTHoe (nogpaaHoe)
NPon3BOACTBO JIEKAPCTBEHHbIX MpenapaToB Ha TeppuTopumn Poccuiickon dPepepaumm, npu nepegadve
JIeKapCTBEHHbIX NpenapaTtoB (rOTOBOM NpPoAyKuMW) CybbeKTy obpalleHWs eKapCTBEHHbIX CPeACTs,
AB/AIOLLEMYCA 3aKa3YMKOM TAKOro KOHTPAKTHOro (noapagHoro) npovsBoAcTBa, B TeyeHue 5 paboumx
OHeln ¢ faTtbl Nepefaym NeKapCTBEHHbIX NpenapaToB NpeacTaBAAET B CUCTEMY MOHUTOPUHIA CBEAEHMA,
npeaycMoTpeHHble NYHKTOM 5 npunoxenusa N 6 K HacToawemy NonoxxeHuio.

Mpu 3TOM cybbeKT 06paLLeHns 1eKapCTBEHHbIX CPEACTB, ABAAIOWMIACA 3aKa3UMKOM KOHTPAKTHOTO
(noppsaHOro) NPoM3BOACTBA IEKAPCTBEHHbIX NPENapaToB, B TeYeHWe 5 pabounx aHen ¢ AaTbl MPUEMKU
NIeKapCTBEHHbIX MPenapaTtoB W pPerucTpauunm B CUCTEME MOHWTOPWHIA CBEAEHWI O nepeaaHHbIX
NleKapCTBEHHbIX MpenapaTtax 40 NpeAcTaBNeHUs CBeAeHWW O JafbHeMWux onepaumax ¢ TaKMMM
NleKapcTBEHHbIMM NpenapaTaMu NOATBEPKAAET LOCTOBEPHOCTb CBEAEHMUM, COAEPMKALLMXCA B CUCTEME
MOHUTOPUHIa O NepeaaHHbIX IEKAPCTBEHHbIX NpenapaTax, NyTem npeacTaBAeHUs CBeAeHU B cucTemy
MOHUTOPUHIa, NPEeAYCMOTPEHHbIX NYHKTOM 4 npunoxeHusa N 6 K HacTosweMy MonoxKeHuo.

46. CybbeKT obpalleHUA NeKapCTBEHHbIX CPeAcTB, OCYLLecTBAAOWMI BbiBog, M3 obopoTa
NleKapcTBEHHbIX NpenapaTos (3a UCKAoYeHMEM BbiBoAa M3 060pOTa NEeKapCTBEHHbIX NPenapaTos nyTem
oTbopa 06pasLOB, BbIBO3a paHee BBe3eHHbIX B Poccuiickytio ®esepaumnn NeKapcTBEHHbIX NpenapaTos
AWM nNepefaym Ha YHUUTOXEHMe), B TedeHue 5 paboumx AHelt ¢ AaTbl COOTBETCTBYIOLLEN onepauuu
npeacTaBAsfeT B CUCTEMY MOHUTOPUHra CBeAEHWUA, NpeayCMOTPeHHble NyHKTOM 1 npuaoxenus N 4 K
HacToAwemy MonoKeHuIo.

47. Cyb6beKT obpalleHUAa NeKapCTBEHHbIX CPeACTB, OCYLWECTBAAWNUA BbiBOA W3 o0bopoTa
NIeKapCTBEHHbIX NpenapaTos nNyTem oTbopa 06pasLLOB Npu BBO3e NAapTUM IEKAPCTBEHHbIX NPENapaToB B
Poccuiickyto ®epepaunio, npencraBaseT B CUCTEMY MOHUTOPWUHIA CBEAEHMUA, NpPeayCMOTPEHHble
nyHKTOM 2 npunoxenus N 4 K Hactoswemy [losioKeHuto, B TeyeHue 5 paboumx aHen ¢ gathl
NPeACTaBAEHNA B CUCTEMY MOHUTOPUHIA CBEAEHWUIA O MNPUEMKE NEKapCTBEHHbIX MPEnapaToB Ha
bapmaLLeBTUYECKUI CKNag, A0 NPeACcTaBAeHUA CBEAEHUI O fabHENLLMX ONepaLmaX C NEeKAPCTBEHHbIMM
npenapaTtamm yKasaHHOW NapTum, 0bpasubl KOTOPOI Bblv 0TOGPaHbI.

48. CybbekT ob6palieHMA NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAKOWMA BbiBOA M3 obopoTa
JNIeKapCTBEHHbIX NpenapaToB NyTem nepeaayn NeKapCTBEHHbIX NPenapaToB Ha YHUUTOXKEHME, B TeYeHMe
5 paboumx gHelt ¢ gaTbl Nepefayn Ha YHUUTOXKEHWE NIeKapCTBEHHbIX NPenapaToB A0 NpeAcTaBiAeHUs
cBeAeHUN 0 daKTe YHUUTOXKEHMA NEKAPCTBEHHbIX NPenapaToB NpeacTaBAfeT B CUCTEMY MOHUTOPUHIA
cBegeHua, npeaycMoTpeHHble NYHKTOM 3 npuaoxeHua N 4 K HacToAawemy NonoXKeHuo.

Mo MTOram YHWUTOMKEHWMA NEeKapCTBEHHbIX NPenapaToB CybbeKT 06palleHnAa eKapCTBEHHbIX
CPeACTB, OCYLLEeCTBMBLWWIA Nepeaadvy JIeKapCTBEHHbIX NPEenapaToB Ha YHUUTOXeHWe, B TeyeHue 5
pabounx OHeN C AaTbl MOAyYeHMS aKTa 06 YHUUTOXNKEHUM NPeACTaB/sfeT B CUCTEMY MOHUTOPWHra
cBeAEeHMsA, NPeayCMOTPEHHbIe NYHKTOM 4 npunoxkeHua N 4 K HacTosAwemy MonoxkeHuto.

49. CybbeKT o0bpalieHua JIeKapCTBEHHbIX CPeAcTB, OCYLLEeCTBAAOWMI BbiBOg, M3 obopoTa
NleKapcTBEHHbIX MPenapaToB MyTeM OCYLLECTBNEHMUA PEIKCNOpPTa, B TedeHue 5 paboumx aHel co AHA
pelleHna O PesKCcnopTe, NPUHATOrO TaMOMKEHHbIMU OpraHamu, NPeacTaBadeT B CUCTEMY MOHUTOPUHra
cBeAeHus, NpeayCMOTPeHHble NYHKTOM 9 npunokeHna N 3 K HacToAwemy MonoxeHutio.

50. MNpu ocyliecTBAEHMU MOBTOPHOrO BBOAA B 0OOPOT NEKAPCTBEHHbIX NPenapaToB Cyb6bekT
06pallleHna NeKkapcTBEHHbIX CPEeACTB, paHee OCYLLEeCTBMBLUMIA BbIBOA M3 060pOTa NEeKapCTBEHHbIX
npenapaTtoB WAM BbINYCK TaKUX JIEKAPCTBEHHbIX NpenapaTos 3a npeaenamu TeppuTopumn Poccuiickoi
denepaumn (B cnyyae BbiBO3a paHee BBe3eHHbIX B Poccuiickylo ®depepaumy  NeKapCTBEHHbIX
npenapaTtos), B TeueHne 5 pabouunx gHel ¢ AaTbl COOTBETCTBYIOLWEN OMNepaLymm NpeacTaBaseT B CUCTEMY
MOHUTOPUHIa CBEAEHUSA, MPeAyCMOTPEHHbIe NYHKTOM 14 npunoxeHusa N 3 K HacToswweMy MoNoKeHuo.



51. CybbeKkTbl 0bpalieHUs NeKapCTBEHHbIX CPEeACTB, OCYLWECTBAAIOWME PO3HUYHYIO TOProOBJIO
NleKapCcTBEHHbIX NPenapaToB M OTNYCK /N€KapCTBEHHbIX MPenapaToB, MapKMPOBaHHbLIX CPeACTBamMM
naeHTMOMKaUMM, OTpaxKalT MHPOpMauMio O BbiBoge M3 060pOTa NEKApPCTBEHHbIX MPEenapatos C
MCMNO/b30BaHNEM KOHTPO/IbHO-KacCOBOM TEXHUKM.

CybbeKkTbl 06palleHNa NeKapCTBEHHbIX CPeACTB, He OCYLWecCTBAALWMEe AeATeNbHOCTb Mo
PO3HUYHON TOProB/se /IeKapCTBEHHbIMM MpenapatamMmu Npu BbiBoae M3 060pOTa /IEKAPCTBEHHbIX
npenapaTtoB MyTem OTNycKka 6ecniaTHO MAM CO CKMAKOM NeKapCTBEHHbIX MpPenapatos Mo peuenTty Ha
NleKapcTBeHHble NpenapaTtbl UAW OTMYCKA JIEKAPCTBEHHbIX NpenapaTos, NPeAcTaBAsOT MHPOPMALMIO O
BblIBOAE M3 060pOTa JIEKAPCTBEHHbIX MPEenapaTtoB B CUCTEMY MOHMTOPUHIA C WCMO/Ib30BaHUEM
PEerncTpaTopoB BblbbITUSA, NPeACTaBASEMbIX ONEPATOPOM CUCTEMbI MOHUTOPUHTA.

OcHaleHne cybbeKkToB 0b6palleHMa NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAKOLWMX BbiBOL W3
060poTa NIEKApPCTBEHHbIX MpPenapaTtoB MNyTem OTnycka 6ecnnaTHO MAW CO CKUAKOW /ieKapCTBEHHbIX
npenapaTtoB MO peuenTy Ha JIeKapCTBEHHbIe MpenapaTbl MAM OTMYCKa NeKapCTBEHHbIX MpPenapaTos,
YCTPOMACTBAMM PErncTpaumm BbIObITUS IEKAPCTBEHHbLIX MPENapaToB OCYLLECTB/AETCA OMepaTopom
CUCTEMbI MOHMUTOPUHIa Ha 6e3B03Me3aHOM OCHOBE. B LienAX TaKoro ocHalleHUs cybbeKTbl obpalleHus
JIeKapCTBEHHbIX CPeACTB 3aK/A4YaloT C OMepaTopomM CUCTEMbI MOHMUTOPWHra AOroBOPbI, B TOM 4ucae
cofieprKallMe ycnoBus npeaocTaB/ieHmsa Takoro 0bopyi0BaHUA U ero pernameHTHOro obcyKMBaHUs Ha
6e3B03Me31HO OCHOBeE.

Tunosaa dopma TaKMx AOroBOPOB yTBEpPKAaeTcd MUHUCTEPCTBOM NMPOMbILLAEHHOCTU U TOPrOB/AK
Poccuiickoin Pepepaunn.

A63au, yTpatun cuay. - MoctaHoBneHue Mpasutenbctea PO ot 30.08.2019 N 1118.

52. CybbeKkTbl 0bpalleHus IeKapcTBEHHbIX CPeacTB MpU OBHApyKeHUM OWMBOK B CBEAEHUAX
(HepocTOBEpPHBLIX CBEAEHWI), NPEeACTaBNEHHbIX UMW B CUCTEMY MOHWTOPWMHra npv BBoAe B 0bopoT
NleKapcTBeHHbIX NpenapaToB M 060poTe NeKapCTBEHHbIX MpenapaTtos, MPEeACTaBAAOT B CUCTEMY
MOHUTOPUHIa WHPOPMaLMIO, HEOoBXoAMMYI0 ANA WMCMPABAEHUA YKa3aHHbIX OWWBOK B CBEAEHUAX
(HepocToBepHbIX CBeAeHUIM) (aanee - ucnpaBfieHMe oMb OoK).

CybbekTbl obpallleHNs NeKapCTBEHHbIX CPeACTB BMpaBe BHECTM MCMNpaB/ieHUs owuMboK 4o Toro
MOMEHTA, KOr4a OHU 6blIM yBEAOMAEHbI O HAa3HAYEHWUU B OTHOLUEHUM HUX NPOBEPKU, OCYLLECTBASEMO
B YCTaHOB/AEHHOM nopsaake PeaepanbHOM cay»Kb60l No Haa3opy B chepe 34paBOOXPaHEHUA, Mo PaKTy
npeacTaBNeHNna CyObeKTamu 06palleHnn JIeKapCTBEHHbIX CpeacTB OWWMOBOYHbIX (HeAOoCTOBEPHbIX)
cBeAeHui.

B cnyyae ecnu B npeAcTaBiAeHUM CBeAEHMWIA, B KOTOPbIX 0BHapyKeHbl OWNBKM (HeaocToBepHble
cBeAeHus), ydyacTBOBanuM Apyrve cybbekTbl 0bpalleHuMA NeKapCTBEHHbIX CPeacTB, TO WMchpasieHusA
oWnBOK cYMUTaOTCA NMPUHATLIMUM NOC/Ee NOATBEPKAEHNA AOCTOBEPHOCTU NPeAcTaBAeHHbIX UCNpaBAeHUA
ownboK B cCUCTEME MOHWTOPUHTA BCEMM Y4YaCTHMKaAMKU MpeacTaBleHMA CBeAeHW, B KOTOPbIX
obHapyKeHbl OLNOKK (He4OCTOBEPHbIE CBEAEHUS).

B cMcTtemy MOHMTOPUHIA BHOCATCA caeaytowme UCNPaB/ieHUs OWMOOK B OTHOLWEHMW COBCTBEHHbIX
onepaunii:

OTMeHa cy6bekToM 0b6palleHUA NeKapCTBEHHbIX CPEACTB paHee 3aperMcTpupoBaHHO onepauuu
(8 cnyyae, ecan nocne TaKoi onepauuMum He OblAM COBeplUeHbl AEWCTBUA C Mepexogom npasa
COB6CTBEHHOCTU HA SIEKAPCTBEHHbIE Npenaparbl);

OT3bIB  COObOLEHNA 06 OTrpy3Ke JIeKapCTBEHHbIX MpPenapaTtoB CcybbekTom obpalleHun
NIEKapCTBEHHbIX CPeACTB -  OTMNpaBuTeNeM TaKoro coobuweHus, nepesaHHOro  noayyaTento
NleKapcTBEHHbIX MNpenapaToB. TaKasd KOPPEKTMPOBKA BO3MOXHa A0 Nepejayn CBeAEeHWH o
NOATBEPKAEHUM  Nepefayn  JleKapCTBEHHOro  npenapaTa  Apyrum  cybbekTom  obpalieHus
NeKapCTBEHHbIX CPeACTs;



OTKa3 cybbeKTa 0bpalleHUs NeKapCTBEHHbIX CPEACTB - MOJyYaTesn JIeKapCTBEHHbIX NpenapaTos
OT NPMEMKM NIeKapCTBEHHbIX NpenapaTtoB. Takas KOPPEKTMPOBKa BO3MOXHA 40 nepenayn cBeAeHUin o
NOATBEPXAEHUM  Mepedadnm  NeKapcTBeHHOro  npenapaTa  Apyrum  cyb6bektom  obpalieHus
NeKapcTBEHHbIX NpenapaTtos.

53. BnoKnpoBKa NPUHATMUA CUCTEMOMN MOHUTOPUHIA CBEAEHWUI O BBOAE B 0O60POT NEeKapCTBEHHbIX
npenapatos, 06 obopote u (MaM) o BbiBOAe M3 060pPOTa NEKAPCTBEHHbIX NpenapaTtoB (panee -
6NOKMPOBKA) OCYLLECTBNAETCA B aBTOMAaTUYECKOM pPEeXMMe B COOTBETCTBUM C PErnameHToM,
onpeaensiemMmbliM OMNepaTopom CUCTEMbI MOHUTOPUHIA U cornacoBaHHbIM ¢ PegepanbHoOM cnyK6oi no
Haa3opy B chepe 34paBOOXPaHEHMUS.

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 30.08.2019 N 1118)

MepeyeHb NPUYMH BNOKMPOBKK NpUBEAEH B NpUaoKeHnn N 7.

Mpy ycTpaHeHUN cybbeKTOM 06palleHWa NIeKapCTBEHHbIX MPEenapaTtoB MPUYMH, MOCAYXMBLINX
OCHOBaHWEM AN 61OKMPOBKKU, OTMEHA BIOKMPOBKM OCYLLECTBAAETCA B aBTOMATUYECKOM PeXnme.

B oTaenbHbIX caydanx, nepeyeHb KOTopbix onpeaensetca PeaepanbHoi cy»K6oi no Hagsopy B
chepe 3apaBooxpaHeHusn, Npu 6NOKMPOBKE A0MYCKAETCA BO3MOMXKHOCTb Nepeaayn ceeaeHuid o Bo3spaTe
NleKapCcTBEHHbIX NMPenapaTos NOCTaBLIMKY, O nepedaye NeKapCTBEHHbIX MPEnapaToB Ha YHUUTOMEHWE U
(nnun) 06 nHom BMAe BbIBOAA M3 060pPOTA IEKAPCTBEHHbIX MPenapaTos.

EJ'IOKMPOBKa N OTMEHa 6J'IOKMpOBKVI MOTyT BBOAUTBCA B OTHOWEHUN eaUNHULLbI NEKAPCTBEHHOIO
npenaparta, NapTun N1eKapCTBEHHbIX NPenapaTtoB NN cepun 1e€KapCTBEHHbIX NPenapaTos.

VII. MopagoK npepocraBneHna uHpopmauum, cogeprKalenca
B CMCTEME MOHUTOPUHrA

54. [locTyn 3aMHTepecoBaHHbIX B NOAyYeHUU MHOOPMALMU U3 CUCTEMbI MOHUTOPUHIA GU3MYECKUX
N lopuanyeckux auvu, depepasibHbiX OPraHOB MCMNONHWUTENIbHOW BAACTM, OPraHOB rOCYAApPCTBEHHOM
BNacTM cybbvekToB Poccuitickoit depepaunmn M opraHOB MECTHOTO CamoyrpasneHus obecrneynBaeTcs
onepaTopoM CUCTEMbI MOHWMTOPUHIA MO COrNacoBaHWO C MMUHUCTEPCTBOM  340aBOOXPaHEHMSA
Poccuiickoin Pepepaunn n PeagepanvHoit cnyxbom no Haasopy B chepe 34paBoOOXpPaHEHNUS.

55. [doctyn K uHbOpMaLMKM, COAep)Kalleidca B CUCTeMe MOHUTOpWHra, obecnedymnsaerca
onepaTopomM CUCTEMbl MOHUTOPUHTA C YY4ETOM CAEeAYIOLLMX MONOKEHU:

a) pgoctyn ¢deaepanbHbiX OPraHOB WMCNOJIHUTENbHOW BNACTM, OPraHOB rOCYAapPCTBEHHOM BNACTU
cybbekToB  Poccuiickoit ®desepaumm U OpraHOB MECTHOrO CaMOYNpPaBJAEHMS B  OTHOLIEHUU
cogepiKallenca B CMCTEME MOHWUTOPUMHIA MHOOPMALMM OCYLLECTBAAETCA B TOM 4YMC/le NOCpPeacTBOM
MHPPACTPYKTYpbI, obecneuynBatoLei MHPOPMALMNOHHO-TEXHOIOTUYECKOE B3aumozencrane
MHPOPMALMOHHDBIX CUCTEM, UCMOb3YEMbIX A/ NPEeAOCTaBAEHUA rOCYAapCTBEHHbIX U MYHUUMNANbHBIX
YCAYT U UCNOJTHEHWA TOCYAAPCTBEHHbIX U MYHULMNANAbHBIX QYHKLMI B 3N1EKTPOHHON hopme;

6) goctyn cybbekToB 0bpallleHnsa NeKapCTBEeHHbIX CPpeacTB, NPeACTaBAAWMX MHPOPMaLMIO ANs
BHECEHUSI B CUCTEMY MOHWUTOPUHra, B OTHOLLEHUW NpeAcTaBAeHHON MU MHPOoPMaLMU U HOPMATUBHO-
CNpaBoYHON MHPOPMALIUKN, COAEPIKALLENCA B CUCTEME MOHUTOPUHIA, OCYLLECTBASETCA Yepes JIMYHbIN
KabuHeT cybbekTa obpallleHns NeKapCTBEHHbIX MPenapaTtoB WAW MNOCPeAcTBOM MHPOPMaLMOHHbIX
3/1IEKTPOHHbIX CEPBUCOB C UCMOb30BaHMEM CTaHAAPTHbIX NPOTOKON0B U UHTEPHENCOB 3NEKTPOHHOro
B3aMMOeincTBus;

B) AOCTYN rpaskAaH B OTHOLWIEHWW COoAeprKalleica B CUCTeMe MOHWUTOPWMHra MHbopmaumm npwu
NpoBepKe cpeacTsa AeHTUMKaLUM OCYLLECTBASETCA B TOM YMCAE C UCMO/Ib30BaHMEM caliTa onepaTtopa
CUCTEMbI MOHUTOPUHIA B MHPOPMALMOHHO-TEIEKOMMYHUKALMOHHOM ceTu "UHTepHeT" u MobMIbHOro
NMPUNONKEHWA.



56. MobunbHoe npuaoXKeHWe NpW NPOBEpPKe CpeacTBa MAEeHTMOMKauMM obecneynBaeT B TOM
yncae cneaytoume BO3MOXKHOCTU CUCTEMbI MOHUTOPUHTa:

a) cuuTbiBaHME CPeACTB MAEHTUOMKALMM CO BTOPUYHON (NOTPEBUTENbCKOWM) YMaKOBKM
NleKapcTBeHHOro npenapata (B c/iy4ae ee OTCYTCTBMA - MEPBMYHOM YNAKOBKM NIEKAPCTBEHHOMO
npenapara);

6) oTobparkeHne pesynbTaToB NPOBEPKU CPeAcTBa AEHTUGUKALNN B CUCTEME MOHUTOPUHT3;

B) BO3MOXHOCTb HanpaB/ieHUA CBeAEHMﬁ B CUCTEMY MOHUTOPUHIA O HapyweHUAX nopAaaKa
MapKUPOBKU NEKAPCTBEHHbIX MPENAPATOB.

57. CybbeKT 0b6paLleHma NeKapCTBEHHbIX CPEACTB MOMKET NOYYUTb AOCTYMN KO BCEM 3/1EKTPOHHbIM
OOKYMeHTaM, nepegaHHbIM MM B CUCTEMY MOHWUTOPWMHIA, @ TaKXe K 3/IeKTPOHHbIM [AOKYMEHTaM,
CO3/aHHbIM CUCTEMOIN MOHUTOPUHIA MO pe3yabTatam 06paboTKM NosyYeHHbIX OT cybbekTa obpalieHumn
JIeKapPCTBEHHbIX CPEACTB AOKYMEHTOB.

VIIl. Onepartop cuctemMbl MOHUTOPUHTA

58. Onepatop cucTEMbl MOHUTOPMHIA MO COMNACOBaHUIO ¢ MWHUCTEPCTBOM 34paBOOXPaHEHUA
Poccuiickoir depepaunm un  dPegepanbHol caybolh no Haasopy B chepe 34paBOOXPaHEHUA
obecneuunBaerT:

a) CO34aHue, pa3sutune, BBOA B 3KCNJlyaTauunio, SKCNAyaTaunto U BbiIBO4 U3 SKCNAyaTaunum CUCTembl
MOHUTOPWHIA, nNpenocraBsieHne MHd)OpMaLI,MVI, COAEP)KBLLI,EVICH B Ccucteme MOHUTOPUHIa, WU
B3aMMOAEﬁCTBMe cncrembl MOHUTOPUHIA C UHbIMUA VIHCI)OpMaLI,VIOHHbIMM CUctemamu,;

6) peanusauMilo MexaHW3MOB OOLLECTBEHHOTO KOHTPO/A, BKAOYaA npuem uHPopmaumm o
pe3ynbTaTax MPOBEPKM CPEACTB MAEHTUOMKAUMU U Kanobbl GUIMYECKUX U OPUANYMECKUX NUL,
WHOMBUAYANbHbIX NpeanpuHUMaTenei, xpaHeHue, ob6paboTKy M nepegady 3Toi MHbOpmauun B
YyNo/IHOMOYEHHble deaepanbHblie OpraHbl UICMOAHUTENIbHOM BAACTU.

59. OnepaTtop cUCTEMbI MOHWUTOPUHra HECeT OTBETCTBEHHOCTb B  COOTBETCTBUM C
3aKoHoaaTenscTeom Poccuitckoit depepaumm:

a) 3a XpaHeHuMe BCeX AaHHbIX U 3anucem TpaH3aKLI,VIl7I B 6ase AaHHbIX, PETNUCTPUPYEMDBIX B CUCTEME
MOHUTOPWHra,;

6) 3a UENOCTHOCTb, COXPaHHOCTb 1 HENPOTUBOPEYNBOCTb MHd)OpMaLI,VIVI B CUCTEME MOHUTOPUHTIQ,

B) 3a BeAeHME W XpaHeHWe eauHbIX PeecTpoB, CNPAaBOYHO-HOPMATMBHOW WHbOPMaLUu,
Knaccuoukatopos 1 dopmaTtoB obmMeHa AaHHbIMU;

r) 3a 6ecnepeboliHy0 N OTKA30yCTONYMBYIO PaboTy CUCTEMbI MOHUTOPUHTA;

,D,) 3a BOCCTaHOBJ/1IEHUE p360TOCI'IOC06HOCTVI CNCTembl MOHUTOPUHIA M €€ KOMIMOHEHT nocne
YCTPpaHEHUNA cboes npun ycnosnm nNOAHOIO YCTPaHEHUMA NPUYUNH, BbI3BABLUUX C6OI7I, a TaKXe 3a
COXpaHeHune UesIoCTHOCTN YCTAaHOBJIEHHbIX Ha CepBepax nNporpaMmmMmHoO-TEXHUYECKUX Cpeacts U 6as
AaHHbIX;

€) 3a CTPYKTypHOe pe3epBMpoOBaHME, aBTOMATUYECKOE BbisiB/IeHWe dpaKTa OTKasa CepBepHOro y3na
N nepeKkntoveHuWe 3adadvy Ha APYroi cepBepHbld y3en, a TaKKe 3a Ha/iuuuMe pe3epBUPOBaHHOIO W
ANBepCcUGULMPOBAHHOIO NO NOAKAOUYEHMIO K NPOBaiiaepam CeTeBoro AoCTyna;

) 33 UHPopMauMoHHY0 6e30NacHOCTb U 3aLMTY AAHHbIX OT HECAHKLMOHMPOBAHHOMO A40CTyNa U
YTEUKN UHPOpMaLNK;



3) 3d KOHCY/IbTAUMOHHYHO U TEXHUYECKYHO NOAAEPIKKY Cyﬁ'bEKTOB 06paLLI,eHVIﬂ NEKaPCTBEHHbIX
cpencrts cuctembl MOHUTOPUHIA U MOobunbHOro npuaoxeHna ana ¢W|3M‘-I€CKVIX nnu,;

u) 3a cbop ¥ aHann3 obpalleHUn PPUANYECKUX U  GUBNYECKUX UL, WHAUBUAYANbHbLIX
npeanpuvHMMaTeNei C LLeIblo MOCTaHOBKM 3aAa4 Ha A0paboTKy M moaepHU3aumio 6a3 gaHHbIX.

MpunnoxkeHme N 1

K MonoXeHnto o cucTeme MOHUTOPUHIA
OBVXKEHWA NIeKapCTBEHHbIX NpenapaTos
ONA MeNLMHCKOTO MpUMeHeHUs

CBEAEHUA,
NPEACTABNAEMbIE TOCYAAPCTBEHHBIMU UH®OPMALIMOHHBbIMU
CUCTEMAMM ®EAEPA/IbHBIX OPTAHOB UCMONHUTENBHOW BNACTHU
B CUCTEMY MOHUTOPUHIA ABUXKEHWA NEKAPCTBEHHbDIX NMPEMNAPATOB
Ana MEAULUMNHCKOro NPMMEHEHUA, A TAKXKE CBEAEHUA, NEPEOABAEMbIE
13 CUCTEMbl MOHUTOPUHTA ABUXEHUA IEKAPCTBEHHbIX NMPEMNAPATOB
ana MEAUUNHCKOro NnPMMEHEHUA

1. U3 EamMHOro peectpa /MUEH3MIA Ha MPOW3BOACTBO J/IEKAPCTBEHHbIX CPEACTB ANA Lenen
nepefadn MHOOPMaUMM O AULEH3MAX Ha MPOU3BOACTBO JIEKAPCTBEHHbIX CPeACTB MNPOM3BOAMUTENA
NeKapCTBEHHbIX CPeACTB, ABAAIOWErocs OpraHusauuvei, NpuUsHaBaemol HaNOroBbiM PE3NAEHTOM
Poccuiickolt ®epepaunn, B CUCTEMY MOHUTOPWMHIA [ABWMKEHWA JfIeKAapCTBEHHbIX npenapaTos AnA
MeAMLUMHCKOrO NpUMeHeHus (ganee - cUCTEMA MOHUTOPMHIA, JIEKApCTBEHHble Mpenaparthbl)
NpeacTaBAsAOTCA Cneaytowme CBeaeHunsn:

a) M,D,eHTVId)MKaLI,VIOHHbIﬁ HOMEP HanoronnatenblmKka nponssogntena 1€KapCrBeHHbIX CPEACTB,

6) OCHOBHOW TrOCYAapPCTBEHHbIN PErMCTPAUMOHHBIM HOMEP MPOM3BOAUTENA JIEKAPCTBEHHbIX
CPeAacTs;

B) HAMMEHOBaHWe NPOU3BOANTENA IEKAPCTBEHHbIX CPEACTB;
r) Homep NULEH3NY;

A) AaTa BblAaun NULEH3NN;

e) cTaTyc A4enCcTBUA ANLLEH3UK;

) AaTa U3MeHeHUA cTaTyca AeNCTBUA INLEH3UN;

3) agpec mecTa OCyw,ecTBAeHUs LeATe/IbHOCTU COMACHO NIMLEH3UKU (rnobanbHbli YHUKANbHbIN
naeHTMduKaTop agpecHoro obbekTa B deaepasnbHOM MHGOPMALMOHHON aipeCcHOM CUCTEME M ONMcaHne
aapecHoro obbekTa);

1) nepeyeHb pPaboT 1 ycayr, NPeayCMOTPEHHbIX ULLEH3NEN;
K) NnepeyeHb fieKapcTBeHHbIX GOpPM, NPeayCMOTPEHHbIX TNLLEH3NEN;
N) [ononHUTeNbHOE onuMcaHue no paboTtam (ycayram).

2. W3 eauHoro peectpa /ULEH3UIA, B TOM YMCAEe JINLEH3WIA, BblAAHHbLIX OpraHamu



rocyaapcTBeHHol BnactM cybbektoB Poccuitickolt ®depepaumm B  COOTBETCTBMM C  NepeAaHHbIM
NONHOMOYMEM MO NNLEH3NPOBAHNIO OTAE/bHbIX BUAOB ALATENLHOCTU B chepe oXpaHbl 340p0OBbA, AN1A
uenei nepedadn MHOOPMaLMM O AULEH3MAX CcybbeKToB 06palleHna NeKapCTBEHHbIX CPeAcTs,
ABNAIOLWMXCA OPraHn3aLnAMKU, MPU3HABAEMbIMU HANIOrOBbIM pe3naeHTom Poccuiickoi Peaepaumuu, nam
UHANBUAYANbHLIMW NPeanpUHMMATENAMKN, B CUCTEMY MOHWUTOPWMHrA MPeACTaBAAOTCA caeaytouime
cBEAEeHMA:

a) naeHTMGUKALMOHHbIA HOMEpP HanoronaatenbliMka cybbekTa obpalleHUs NeKapCTBEHHbIX
CPeACTs;

6) Homep NnLUEH3NY;
B) AlaTa Havyana AencTBuA ANLEH3UN;

r) agpec mecTa OCYLLECTBNEHUA AeATe/NbHOCTU COrNacHO AnueH3uu (rnobanbHblli YHUKaNbHbI
naeHTMduMKaTop agpecHoro obbekTa B deaepanbHOM WHPOPMAUMOHHOM aZpPecHor cucteme U
onucaHue);

A) cTaTyc AelACTBMA NMLEH3UN (MAEHTUDUKATOP U onucaHue);
€) AaTa U3MeHeHwun cTaTyca AenCTBUA TNLEH3NK;
) nepeyeHb paboT u ycayr, NpeayCcMOTPEHHbIX MUEH3MeN (MaeHTUPUKATOPbI U ONMcaHue).

3. U3 eanHol rocypapcteBeHHOW MHGOPMAULMOHHON cucTembl B cdepe 34paBoOXpaHeHus aan
Lenei onuMcaHUA NeKapCcTBEHHbIX MPenapaToB B CMCTeMY MOHUTOPWHra NPeacTaBAAloTCcA caedyroume
cBEAEHMA:

a) YHMKanbHbIA MaeHTUGUKATOP 3anncu B eAMHOM CTPYKTYPUPOBAHHOM CMpaBOYHUKe-KaTanore
NleKapCTBEHHbIX NPenapaTos;

6) HoOmep perncTpaunoHHOro yA40CTOBEPEHMA JIEKAPCTBEHHOTO NPenapara;
B) AaTa rocyAapCcTBEHHOM perncTpaLmMm IeKapcTBEHHOro Npenapara;
r) cTaTyc AencTeuna perncTpaumMoHHOro ya0CToBEPEHUA 1eKapCTBEHHOro Npenapara;

4) MexayHapogHoe HenaTeHTOBaHHOe, WAM FPynnupPoBOYHOE, MAN XMMMUYECKOe HauMeHOoBaHue
NleKapcTBeHHOTO Npenapara;

e) HanmeHoBaHUue Aepxartena nnn Bnaaenbua perncTpaumoHHoOro yaocToBepeHna
NEeKapCTBEHHOTO nNpenaparta,

)K) CTpaHa perncrtpauun pgepxartena wanm Baagenbula pPernctpaynoHHOro yanocrtoBepeHua
NEeKapCTBEHHOTIO nNpenaparta,

3) Kog HasnoronnatenbliMKa AepsKaTens WauM Bnajenblia PerncTpaumMoHHOro YAO0CTOBEpPeHun
NleKapcTBEeHHOTro NpenapaTa B CTpaHe perncTpaunm;

M) NMPU3HAaK HaIn4ynAa NeKapCTBeHHOro npenapata B nepeyvyHe MXU3HEHHO HEO6XO,EI,MMbIX n
BaYKHEMLLMX NEKAPCTBEHHbIX MPENApPaToB,

K) TOproeoe HauMmeHoBaHUeE NNEKAPCTBEHHOTO Npenaparta;
J'I) nepBnYHaA ynakoBKa Z1IEKAPCTBEHHOTO nNpenaparta,

M) KO/IMYECTBO SIeKAaPCTBEHHOM GOpPMbI B NEPBUUYHOMN YNAKOBKE;



H) BTOpMYHaA (noTpebuTenbckan) ynakoBKa IeKapCTBEHHOMO nNpenapaTta (npu Haanuum);

0) KO/IMYeCTBO NEpPBMYHOM  YMAKOBKM  NEKApCTBEHHOrO npemapata BO  BTOPMYHOM
(noTpebutenbckoi) ynakoBKe nekapcTBeHHOro npenapara (npu Haanumm);

n) nekapcreeHHaa ¢popma;
p) KOIMYECTBO eANHUL, U3MEPEHUA L03UPOBKN NEKAPCTBEHHOTO Npenapara;

C) HaMmeHoBaHMe cybbeKTa 0obpalleHWa NIeKapCTBEHHbIX CPeAcTB, OCYLLeCTBAAOWEro ¢$pacoBKy
(ynakoBKy) fieKapCTBEHHbIX NPENapaToB BO BTOPUYHYIO (MOTPebUTENbCKYI0) YNAaKOBKY JIEKAPCTBEHHOTO
npenaparta (B ciyyae ee OTCYTCTBMSA - NEPBUYHYIO YNAKOBKY JIeKapCTBEHHOro npenapara);

T) Kog, HanoronnaTenblmKa cybbekTa obpalleHMA NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAOLLErO
dacoBKy (ynakoBKy) NeKapCTBEHHbIX MpernapaToB BO BTOPMYHYO (MOTpebuUTenbCcKylo) YnaKoBKY
NleKapcTBeHHOro npenapata (B C/lyYae ee OTCYTCTBMA - MEPBUYHYIO YMaKOBKY /1€KapCTBEHHOMO
npenapara), B CTpaHe perucrpaumu;

y) CTpaHa peructpaumm cybbekTa obpalleHUA NEeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAOLLErO
dacoBKy (ynakoBKy) /IeKApCTBEHHbIX MPenapaToB BO BTOPUYHYIO (NOTPebUTENbCKY) YNaKoBKY
NleKapcTBEHHOro npenapata (B C/ly4yae ee OTCYTCTBMA - MEPBUYHYIO YMaKOBKY JIEKApPCTBEHHOMO
npenapara);

¢) agpec mecta ocywecTBAeHUA AEATENBbHOCTU CyObeKTa 06palleHuA NeKapCTBEHHbIX CPEACTS,
ocyuecteasatowero ¢GacoBky (YNakoBKy) SIeKapCcTBEHHbIX NPEenapaToB BO BTOPUYHYIO (NOTPEBUTENbCKYIO)
YNaKOBKY /IeKapCTBEHHOro npenaparta (B C/ly4ae ee OTCYTCTBUA - MEPBUYHYIO YNAKOBKY IEKAPCTBEHHOTO
npenapara), yKasaHHbI B NNLEH3UM HA NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB MPU HAMMYUWU TaKOM
AMueHsun  (rnobanbHbli  YHUKaANbHBbIM  MAEHTUPUKATOP afpecHOro obbekTa B  deaepasbHOM
MHGOPMALMOHHOW aapecHO cucTeme 1 onucaHue);

X) HanmeHoBaHUe cy61=eKTa o6pau.|,eva NNeKapCTBEHHbLIX CpeAacTs, ocyuwlecTBaAroWwero Craguto
BbINMNyCKakoWero KOHTpPoaA Ka4yecCTBa,

Ll,) KO4, HanoronnatesnblinKa Cyﬁ'beKTa 06pau.|,em/|ﬂ NEeKapCTBEHHbIX CPeacTB, oCyuwecTesaAarowero
CTaguio BbiNYCKaOLWEro KOHTPOA Ka4yecCTBa B CTPaHE perncrpauunu,;

‘-I) CTpaHa perncrtpaumun Cyﬁ'beKTa OﬁpaLLl,eHVIﬂ NEeKapCTBEHHbLIX CpPeacTB, OCyweCcTBaAOLWEro
CTa4uI0 BbINYCKalOLW,Eero KOHTPO/1A Ka4ecCTBa,

W) aApec mMecTa OCYLLEeCTB/IEHUS OeATeNIbHOCTU CybbeKkTa 0bpalleHuUs NeKapCTBEHHbIX CPeacTs,
OCYLLECTB/IAIOWEr0 MPOU3BOACTBEHHYIO CTaAMIO BbIMYCKAIOWEro KOHTPONA KayecTBa, YKasaHHbIN B
JIMLLEH3UN Ha MNPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB MPU HANMUYUKU TaKOW ANUEH3MU (rnobanbHbIN
YHUKaNbHbIM naeHTMduKaTop agpecHoro obbekta B deaepanbHo UMHOOPMALMOHHOM aapecHoM
cucTemMe M onucaHme);

L) AaTa perucTpaLmm npeaenbHom LeHbl Ha IeKapCTBEHHbIN Npenapar;
bl) NpeAeNibHasn 3aperucTpupoBaHHas LeHa B pybasx.

4. U3 EgMHOro rocyJapcCTBEHHOIO peecTpa HpUaMyYeckux avl M EAMHOro rocyZapCTBeHHOro
peecTpa WHAMBUAYaANbHbIX NpeanpUHMMATENell COOTBETCTBEHHO B  UenAX MNOATBepXAeHMA
[AOCTOBEPHOCTM CBeAeHUIA O rocyAapCTBEHHOW peructpaunmn cybbekToB obpalleHus NeKapcTBeHHbIX
CPeAcTB, ABAAOWMXCA OpraHUs3aumamMu, nNpPM3HaBaembiMM HaNoroBbiM pe3ngeHTom Poccuiickol
degepauunn, UAU NHANBUAYANbHBIMWU NPeANPUHUMATENAMU, B CUCTEMY MOHUTOPMHIA NPEeACTaBAAOTCA
cneaylolme cBeAeHUS:



a) MAeHTUPUMKALMOHHBIM HOMep HasnoronnaTenbliMka cybbekTa o0b6palleHus leKapCTBEHHbIX
cpeacTs;

6) KoA, HaNoroBoro opraHa;

B) KOf, CTaTyca opUANMYECcKOro Anua Uan MHANBMAYaAbHOro NpeanpuHUMaTens;

r) HaMmeHoBaHUWe cybbeKTa 0bpaLleHMA NeKapCTBEHHbIX CPeacCTB;

A) cTaTyc 3anucu o perucTpauum lpuanyeckoro anMua UAn MHANBUAYaAbHOIo NpeanpuHUMaTens;

€) cBegeHuMA O pyKoBoauTesne CcybbekTa o06palleHua JNeKapCTBEHHbIX CpeacTB WA 06
MHANBUAYANbHOM NpeanpuHMmarene.

5. M3 rocyiapCcTBeHHOro peectpa aKKpeanToBaHHbIX GUANAN0B, NPeaCcTaBUTENbCTB MHOCTPAHHbIX
IOPUAMYECKMX AU, B UeNAX MNOATBEP)KAEHWA [AO0CTOBEPHOCTM CBEAEHWMM 0  perucrpauuu
NpeacTaBUTEIbCTB  MHOCTPAHHbLIX OPraHM3aumii, SABASAIOWMXCA AEpKaTeNsmMu WMAW  Bagenblamu
PEerncTpauMoHHOIO  YAOCTOBEPEHMS NIEKAPCTBEHHOrO MNpenapaTa, Ha Tepputopun  PoccuiicKkoi
denepaumn B cUCTEMY MOHUTOPUHIA NPEACTABAAIOTCA Ceaytolwme CBeaeHus:

a) NAeHTUOUKALUMOHHBIM HOMep HasoronaaTenbliMKa NpeacTaBUTeNbCTBa;
6) KoA HaNoroBOro opraHa yyeTta NpeacTaBUTeNbCTBa;

B) HAMMEHOBaHWe NPeacTaBUTeNbCTBA;

r) Homep 3anucu 06 akkpeanTaunmu;

4) cBeAeHna 06 MHOCTPAHHOM opraHM3aumu;

€) Koa, COCTOAHUA aKKpeauTaumu;

X) cBeAeHMA 0 pyKoBOAUTENE NPeaCcTaBUTeNbCTBa.

6. N3 noacuctembl "MOHUTOPUHI KayecTBa /IEKAPCTBEHHbIX CPeAcTB" aBTOMATM3MPOBAHHOM
nHpopmaunoHHo cuctembl PeaepanbHOM cnyKbbl MO Haa3opy B chepe 34pPaBOOXPAHEHUA B LENsx
obecrneyeHnss 6e30MacHOCTM B CUCTEMY MOHWUTOPWHra NPeACTaBAsOTCA chegylolwme CBeAeHUs o
BpeMeHHOM BbiBoge (06 oTMeHe BpeMeHHOro BbiBOAa) M3 06paLLeHMA NeKapCTBEHHbIX NpenapaTos No
WMHWLMATUBE YNONHOMOYEHHOTO pesepanbHOro OpraHa UCNONHUTEIbHON BAACTU:

a) gaTta, ¢ KOTopoit Heobxoammo obecneynTb BpeMeHHbIM BbiBOA, (OTMEHY BpeMeHHOro BblBOAa)
NleKapcTBeHHOro npenaparta u3 obpaleHus;

6) HoOmep perncTpaunoHHOrO yA40CTOBEPEHMA JIEKAPCTBEHHOTO NPenapara;
B) AaTa rocy4apCcTBEHHOM perncrpaumm eKapcTBeHHOro npenapara;

r) ocHOBaHME BpPeMeHHOro BbiBoAa (OTMeHbl BpeMeHHOro BbiBoga) W3  obpalieHun
NleKapCcTBEHHOTO NpenapaTa;

O) PeKBU3UTbl AOKYMeHTa O BpemMeHHOM BbiBoAe (06 OTMeHe BpeMeHHOro BbiBOAA) W3
obpaleHna nekapcTBeHHOro nNpenapara;

e) rnobanbHbIN UAEHTUOUKALNOHHBIN HOMEpP TOProBOM eaUHMULLbI;
) HOMep NPoM3BOACTBEHHOW CEPUM;

3) MAEHTUOUKALMOHHBIM HOMep HasoronaatenblimMka cybbekta obpalleHUsa NeKapCTBEHHbIX



cpeacTs (ecnu ocylLecTBAAETCA M3bATME TONbKO Yy OAHOTO CybbeKkTa 06palleHMA NeKapCTBEHHbIX
CpeacTs, a He U3bATUE BCeN cepum (mapTun).

7. V3 EAMHOM aBTOMAaTU3MPOBAHHOM MHOPMALMOHHON CUCTEMbI TAMOMKEHHbIX OPraHOB C Lenblo
npeaynpexaeHuns n npecevyeHmnn NPecTynieHnin 1 agMmMHUCTPATUBHbIX NPABOHAPYLLEHMI, OTHECEHHbIX K
KOMNETEHUMM TaMOMKeHHbIX opraHoB Poccuitickoit  depepauun, B CUCTEMY  MOHUTOPUHra
NpeacTaBAAIOTCA Ceaylolne CBeAeHUA O JIeKapCTBEHHbIX Mpenapatax, BBe3eHHbIX B Poccuickyto
degepaumio M MOMELLEHHbIX MOA OMpeAeseHHble TaMOMKEHHble npoueaypbl, codepiKauecs B
TaMOXXEHHOW AeKnapauyn Ha ToBapbl:

a) KoA, TAMOXKEHHOTO OpraHa;

6) faTa perncTpaummn TaMoXKEHHOM AeKNapaLMm Ha IeKapCTBEHHbIM Npenapar;

B) perncTpaLmMoHHbIM HOMEpP TaMOXKEHHOM AeKNapaumm Ha IEKapPCTBEHHbIM Npenapar;
r) cepunitHbln rnobanbHbIM NAEHTUPUKALMOHHbIA HOMEP TOProBoW eaAMHULLbI;

[) TaMoXKeHHaA CTOMMOCTb, CTaTUCTUYECKaA CTOMMOCTb U GaKTypHaA CTOMMOCTb 1IeKAapPCTBEHHOMO
npenapara;

e) KO, CTPaHbl NPOUCXOXKAOEHNUA NEKAPCTBEHHOIO Npenaparta,

)K) M,Cl,eHTVId)MKaLI,MOHHbIVI HOMEpP HasioronnaTte/bwnKa Cyﬁ'bEKTa 06paLLI,eHMﬂ NEKAPCTBEHHbIX
cpeacTs, ocyuwecrtsnAaowero BBo3 U Aek1apunpoBaHhe NeKapCTBEHHOIO nNpenapaTa,

3) KoA 3anAB/EHHON TaMOMKEHHOW npoueaypbl B COOTBETCTBMM C KaaccMdUKaToOpom BMAO0B
TaMOXEHHbIX NpoLeayp;

1) AaHHble O BbINyCKe ANA BHYTPEHHEero notpebieHns nekapcTeeHHOro npenapara.

8. Cuctema MOHUTOPUHIA B UEAAX NpeaynpexneHns u npeceyeHua NpecTynaeHuin u
aAMMUHUCTPATUBHBIX NPAaBOHAPYLIEHUIA, OTHECEHHbIX K KOMMETEHLMM TaMOXKEHHbIX OpraHoB Poccuiickol
depepaunn, ocylecTsnaeT nepegady B EAMHYO aBTOMaTU3MPOBAHHYIO MHPOPMALIMOHHYIO CUCTEMY
TAaMOXEHHbIX OPraHoB Mo 3anpocy cneayrolime CBeeHNA O IEKAPCTBEHHbIX NpenapaTax, BBE3EHHbIX Ha
Tepputoputo Poccuinckoit Pepepaunm:

a) naeHTMGUKALMOHHBIN HOMEpP HanoronaatenbliMka cybbekTa obpalieHUsa NeKapCTBEHHbIX
CpeAacTs, ocyllecTBaawowero Beo3 B Poccuiickyio deaepaumio U AeKNapupoBaHME NeKapCTBEHHbIX
npenaparos;

6) Ko, cTpaHbl MPOUCXOXKAEHMA NEKAaPCTBEHHOro npenapara;
B) rno6anbHbIN MAEHTUDUKALMOHHbIA HOMEP TOProBoM eauHULbI;

r) cepuiiHbii rnobanbHbI MAEHTUOUKALMOHHBIN HOMEP TOProBOW eAuHULUbI U FPYNNoBOM Ko,
rPynnoBOM YNaKoBKM, B KOTOPOM HAaXoAUTCA BBeAEHHbI B 060pOT IeKapCTBEHHbIN NpenaparT;

[) cTaTyc NeKapcTBeHHOro npenapara B CUCTEME MOHUTOPUHTA;

e) nepedyeHb CEPUMHbIX FN06aNbHLIX WAEHTUPUKALMOHHLIX HOMEPOB TOProBOM eaMHULPbI,
cogepKalLmxca B rpynnoBoi ynaKkoBKe.



MpnnoxeHne N 2

K NoNoXKeHUIO O CMCTEME MOHUTOPUHTA
OBVXKEHWA NNeKapCTBEHHbIX NPenapaTos
AN MEULMHCKOTO NPUMEHEHUSA

NEPEYEHDb
CBEAEHWI, NPEACTABNAEMbIX NMPU ONUCAHUU NEKAPCTBEHHbIX
NPEMAPATOB A/11 MEAULUHCKOIO NPUMEHEHNA CYBbEKTAMMU
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB B UH®OPMALIMOHHbIN
PECYPC, OGECMEYMBAIOLLMA YYET U XPAHEHUE JOCTOBEPHbIX
AAHHbIX O TOBAPAX NO COOTBETCTBYIOLLIEN
TOBAPHOW HOMEHKNATYPE

1. ToproBoe HaMMeHOBaHWe JIEKAPCTBEHHOIO NpenapaTta Ans MeguuMHCKOro npumMeHeHus (aanee
- IeKapCTBEHHbIM Npenapar).

2. bpeHa (Toprosas mapka).
3. Homep pernctpaumoHHOro y40CToBepeHna NeKapCTBEHHOO Npenapara.
4. [lata rocyaapCTBEHHOM perncTpaunm AeKkapcTBeHHoro npenapara.

5. HanmeHoBaHue Aepxartena nnn Bnaaenbua perncTpaumoHHoOro yAoctoBepeHnAa
NEeKapCTBEHHOTIO npenapara.

6. Appec pepkaTtena WAM Bnagenbla PerncTpauMoHHOTO YAOCTOBEPEHWUA JIEKAPCTBEHHOro
npenapara.

7. MexayHapoaHoe HenaTeHTOBaHHOe HaMMEHOBAHMWE JIEKAaPCTBEHHOTO Npenapara.
8. JlekapcTBeHHas ¢popma.
9. KoanyecTBo eaMHUL, U3MEPEHUA A03MPOBKM NEKapCTBEHHOTO Npenapara.

10. Tun BTOpUYHOWN (NOTPEBMTENbCKOM) YNAaKOBKW NIeKAapCTBEHHOro npenaparta (B cnyyae ee
OTCYTCTBUA - MEPBUYHOM YNAKOBKM JIEKAPCTBEHHOrO Npenapara).

11. MaTtepwan BTOpMYHON (MOTpebuTenbCcKon) ynakoBKM EKApCTBEHHOIO Npenapara (B cayyae ee
OTCYTCTBUA - NEPBMYHOMN YNAKOBKMN IEKaPCTBEHHOrO Npenapara).

12. Konnyectso (Mepa) nekapCTBEHHOro npenapaTta BO BTOPMYHOM (NOTpebuTenbcKoi) ynakoske
NleKapcTBeHHOro npenapaTta (B caydae ee OTCYTCTBMA - B MEPBMYHOM YMNaKOBKE /NEKapCTBEHHOrO
npenapara).

13. Hannume BHYTPU BTOpPUYHOMN (MOTPebUTENbCKOM) YMaKOBKM fIeKapCTBEHHOro npenaparta
HEMapKMPOBaHHOW MNEePBMYHOM YMAKOBKM JIeKAPCTBEHHOro npenapaTta (NpM HaAUMuMKM  BTOPUYHOW
(noTpebutenbckoi) ynakoBKM IeKapCTBEHHOTO Npenapara).

14. OnucaHue BNOMKEHHOW BO BTOPWUYHYIO (MOTPEOUTENbCKYIO) YMAKOBKY NEKapCTBEHHOMO
npenapata HEMapPKNMPOBaHHOW NepPBMYHON YNAaKOBKM IeKapCTBEHHOro npenapara.

15. HaumeHoBaHne ¢dacoBlLMKa (YNnakoBLMKa) (3anonHAETCA B C/lyyae OCyLWecTBAeHUA GpacoBKu
(ynakoBKku) Ha TeppuTopumn Poccuitickort enepaumnn).

16. Appec d¢acosBumMka (ynakosulMKa) BO BTOPUYHYIO  (NOTPEBUTENLCKYIO)  YNaKOBKY
NleKapcTBEHHOTO npenapata (B C/ly4yae ee OTCYTCTBMA - MEPBUYHYHO YMaKOBKY JIEKAPCTBEHHOMO



npenapara) (3ano/sHAETCA B CAydYyae OCyWecTBneHua $pacoBKM (YyNnakoBKW) Ha Tepputopum Poccuiickoi
depnepaunn).

MpnnoxkeHme N 3

K NoNoXKeHUIO O CMCTEME MOHUTOPUHTA
OBVXKEHWA NeKapCTBEHHbIX NPenapaTos
ONA MeNLMHCKOTO MPpUMEHeHUs

CBEAEHUA,

NPEACTAB/IAEMBIE CYBbEKTAMW OBPALLLEHUA NNEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUXKEHNA NEKAPCTBEHHbIX
NPEMNAPATOB A4 MEAUUUHCKOIo NPUMEHEHNA NPU BBOAE B OBOPOT
NEKAPCTBEHHbIX MPENAPATOB ANA MEAUUNHCKOro NnPUMEHEHUA

CnMCoK M3MEHAIOLWMX JOKYMEHTOB
(8 pea. MoctaHoBneHMA MpaButensctea PP ot 30.08.2019 N 1118)

I. CBeaeHMA 0 NeKapCTBEHHbIX NpenapaTax A4na MeauLuHCKoro
NPUMeEHEeHUA, NPOU3BEeAEHHbIX Ha TeppuTopun Poccuniickoi
depepauyum, npeacrasasemble cybbektamu obpalyeHus
NIeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHIA ABUXKEHUA
IeKapCcTBEHHbIX NPenapaTtos 418 MegULUHCKOro NpUMeHeHuUn

1. CybbeKTbl 0bpaLLeHUs leKapcTBEHHbIX CPeacTB MPU 3aBeplieHMM cTagnumn GacoBKM (YNaKoBKM)
NleKapCTBEHHbIX NPEenapaToB A1 MegUUMHCKOro NpUMeHeHus (fanee - IeKapcTBEeHHbIe NpenapaTsbl) BO
BTOPUYHYIO (NOTPEebUTENbCKYHO) YNaKOBKY JieKapcTBEHHOro npenapaTta (B c/lyyae ee OTCYTCTBUA -
NepBUYHYIO YNAKOBKY JIeKapCTBEHHOrO Mpenaparta) NPeACcTaBAAloT B CUCTEMY MOHUTOPUHIA ABUMKEHWUS
NleKapCTBEHHbIX NPEenapaToB (4afnee - CUCTEMA MOHUTOPWHIA) Cleayowyo MHPOPMaLUMIO B OTHOLLEHMUM
Kakg0M TOProBow eAnHULLbI IEKAPCTBEHHOTO Npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CybbekTa o0b6palleHUs NeKapCTBEHHbIX
cpeacts, ocywecrsaatowero ¢acoBky (ynakoBKY) /NEKapCTBEHHbIX MPENnapaTtoB BO BTOPUYHYIO
(noTpebuTenbCcKyto) YNaKoBKY NEKapCTBEHHOro npenapata (B c/iydyae ee OTCYTCTBMA - MEPBUYHYIO
YNaKOBKY 1EKAPCTBEHHOMO NpenapaTa);

B) aApec MecTa OCYLLECTB/IEHUA AeATe/IbHOCTH, rae 6blia 3aBeplueHa cTagus GacoBKM (YNaKoOBKM)
NleKapCTBEHHbIX NPEeNnapaToB BO BTOPUYHYIO (MOTPebUTENbCKYIO) YNaKOBKY JIeKapcTBEHHOTO npenapara
(B cnyyae ee OTCYTCTBMSA - NEPBUYHYIO YAKOBKY 1EKAPCTBEHHOTO Npenapara);

I') TN Npon3sBoaCTBEHHOIO 3aKasa (KOHTpaKTHOE nnun cobctBeHHoe I'IpOVI3BO,£I,CTBO);

4) VMAEHTUPUKAUMOHHBIA HOMEpP HanoronaatenbliMka cybbekTa 06palleHnAa eKapCTBEHHbIX
CPeAcTB, SABAAIOLWLIErocA 3aKa3suMKOM KOHTPAKTHOro (nogpagHoro) npoussoActsa (B ciaydyae
npeacrasneHma MHoopmaumm cybbeKTom o6palleHUs NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAOLMM
KOHTpPaKTHoe (noapaaHoe) NpoM3BOACTBO);

e) rnobanbHbIN MAEHTUOUKALNOHHBIN HOMEP TOProBOM eAUHMLbI 1EKAaPCTBEHHOIO NpenapaTa;



) HOMep NPON3BOACTBEHHOM CEPUM IEKAPCTBEHHOTO NpenapaTa;
3) AaTa UCTeYEeHUA CPOKa roAHOCTU NeKapCTBEHHOrO Npenapara;

W) cepuiiHbIA rNobanbHbI UAEHTUOUKALMOHHBLIN HOMEP TOProBOW eAuHULbI, NMPUCBOEHHbIN
BTOPMYHOM (NoTpebuTenbCcKoM) ynaKoBKe JIEKAPCTBEHHOrO npenapata (B cayyae ee OTCYTCTBUA -
NepBUYHON YNaKOBKE IEKAPCTBEHHOIO NpenapaTa).

2. CybbeKkTbl 0bpalileHns NeKapCTBEHHbIX CPeACTB MpW 3aBepLUeHWM CTaguKM BbiMYCKAOLWLEro
KOHTPO/IA KayecTBa MNPeACTaBAAT B CMCTEMY MOHMTOPUHIA CAeaylollyto MHPOPMaLMIO O BbIMyCcKe
roTOBOW MNPOAYKUMM B OTHOLIEHWM KaxKAOW TOProBOW eAMHMLUbl JIeKApCTBEHHOro npenapara,
npou3BeAeHHON Ha TeppuTopun Poccuiickoin Peaepaunm:

a) AaTa coBeplUeHns onepauuu;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CpeacTs, OCYLLECTBAAIOLLEIO PErncTpaLmio CBeAeHNN O BbliMyCKe rOTOBOM NPOAYKUNNK;

B) aApec MecTa OCYLWEeCTBNeHUA AeATeNbHOCTM cybbeKTa obpalleHUA NeKapCTBEHHbIX CPeacTs,
OCYLLECTB/IAIOLLErO PErucTpaLmio CBegeHui O BbiNMyCKe roTOBOM NPOAYKUMMK;

I') BN AOKYMeHTa O noaTrBepXAeHUU COOTBETCTBUA - cemechKaT COOTBETCTBUA NN OEKNapaUnA
O COOTBETCTBUMU,

) PEKBU3UTbI IOKYMEHTa O NOATBEPKAEHUN COOTBETCTBUA (AaTa U Homep);

e) cepuinHbIN rNobanbHbIM NAEHTUPUKALMOHHBIA HOMEP TOProBOK eNHULLbI MW TPYNMNOBOM Ko,
YNaKOBKW, B KOTOPOWN HAXOAWUTCA BbIMYLLEHHbIN B 060POT NEKAPCTBEHHbIN Npenapart (B c/iyyae BbiMycKa
rPynnoBoOM YNaKOBKM LEUKOM).

Il. CBepeHusA, npeacraBasemble cybbektamm obpalieHuns
JIeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHTA,
0 JIeKapCTBEHHbIX Npenapartax, NPousBeAeHHbIX
3a npegenamu tepputopumn Poccuiickoii degepaumnmn

3. CybbeKTbl 06palLeHna 1eKapcTBEHHbIX CPEACTB MPU 3aBepLUeHUN NMPOU3BOACTBEHHOMN CTaguu
$acoBKM (YNaKOBKM) SIeKapCTBEHHbIX NPENapaToB NPeAcTaBAAT B CUCTEMY MOHUTOPUHIA B OTHOLIEHUU
KaXkgoM TOproBoi eaMHULbl IEKAPCTBEHHOrO Npenaparta, NPoM3BeAEeHHOW 3a Npeaenamun TepputTopun
Poccuitckoit ®epepaummn, cnegytowyto MHpopmaymio:

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 30.08.2019 N 1118)

a) AaTa coBepLUeHUs onepaunm;

6) Kog HanoronnaTesbluMKa AeprKaTena WAM BAaAeNblLa PermcTpaumoHHOro YAO0CTOBEpPeHUn
NIeKapCcTBEHHOrO  Mpenapata B CTpaHe  peructpauum  ambo  MAEHTUOUKALMOHHbLIA  HOMep
HasioroniaTenblumKa (41a cybbekTa 06palleHna NeKapCTBEHHbIX CPEACTB, ABAAIOLLEroCA OpraHn3aumen,
NpvM3HaBaemol  HaioroBbiM  pesngeHTom  Poccuiickoit  degepaumn, U UHAMBUAYANbHLIM
npegnpuvHMmaTenem, UAn ANns NpeacTaBUTeNbCTBA CybbeKTa 0bpalleHUs IeKapcTBEHHbIX CPeacTB Ha
Tepputopun Poccuiickon ®eaepauymm);

B) KOZ CTpaHbl perncTpauum gepratena WM BAafesbla PerMcTpaumMoHHOro yAoCTOBEPeHMUSA
NleKapcTBeHHOro npenapata (ans cybbekTa obpaleHWAa NeKapCTBEHHbIX CPeACTB, ABAAMOLLEroca
WHOCTPaHHOM OpraHu3aumei, He NPU3HaBaeMon HanorosbiM pesnaeHTom Poccuiickoin Pepepaunm un He
MMeloLLLel NpeacTaBUTENbCTB Ha Tepputopum Poccuiickoit deaepaumm);

r) Kog HanoronnatenblimKa cybbekTa obpallleHUsa NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAOLLErO



dacoBKy (ynakoBKy) NeKapCTBEHHbIX MpenapaToB BO BTOPMYHYIO (MOTpebUTenbCKylo) YnaKoBKY
NleKapcTBeHHOro npenapata (B C/AyYae ee OTCYTCTBMA - MEPBUYHYIO YMaKOBKY /1€KapCTBEHHOMO
npenapara), B CTpaHe perucrpaumu;

[) Koa, CTpaHbl perncrpaumm cybbekta obpalleHusa NeKapCTBEHHbIX CPeACTB, OCYLULECTBAAIOLLErO
dacoBKy (ynakoBKy) NeKapCTBEHHbIX MpenapaToB BO BTOPMYHYIO (MOTpebUTenbCKylo) YnaKoBKY
NleKapcTBeHHOro npenapata (B C/AyYae ee OTCYTCTBMA - MEPBUYHYIO YMAKOBKY /1I€KapCTBEHHOMO
npenapara);

€) HaumeHoBaHMe cybbeKTa 06palLeHUs NEeKAPCTBEHHbIX CPeACTB, OCYLLEeCTBAAOWEro ¢$pacoBKy
(ynakoBKy) fieKapCTBEHHbIX NPENAapaToB BO BTOPUYHYIO (MOTPEBbUTENbCKYIO) YNAaKOBKY JIEKAPCTBEHHOTO
npenaparta (B c/ly4yae ee OTCYTCTBMSA - NEPBUYHYHO YNAKOBKY JIEKAPCTBEHHOrO Npenapara);

)K) KO, HasoronnatenblmKa Cyﬁ'bEKTa 06paLLI,EHMFI NEKaPCTBEHHbIX CPeacTB, OCyLeCTBNAKOLWEro
Nnpon3BoOACTBEHHYHO CTaANIO BbliMYyCKalOLWero KOHTPO/1A Ka4yecTBa, B CTPaHe perncrpauuu,

3) Ko4 CTpaHbl peructpaummn cybbekta obpalleHusa NeKapcTBEHHbIX CPeACTB, OCYLLEeCTBAAOLLErO
NPOM3BOACTBEHHYIO CTaAMIO BbIMYCKalOLWEro KOHTPOA KavecTsa;

M) HaumeHoBaHMe cybbekTa 06palleHUAa  IeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAIOLWEro
BbIMYCKAlOLWMI KOHTPO/b KauecTBa;

K) rnobanbHbI NAEHTUPUKALNOHHBIM HOMEpP TOProBoi eanHULbI;
/1) HOMep NPOM3BOACTBEHHOM Cepun NekapcTBEHHOro NpenapaTa;
M) AaTa UcTeYeHMA CPOKa roAHOCTM IeKapCTBEHHOrO Npenapara;

H) cepuiiHbIA rN106anbHbIN MAEHTUOUKALUMOHHBLIN HOMEP TOProBOW eAWHULbI, NMPUCBOEHHbIN
BTOPUYHOMN (NOTPEOUTENbCKOW) YMNaKOBKE JIeKapCTBEHHOro npenapata (B ciy4ae ee OTCYTCTBUS -
NepBUYHON YNaKOBKE IEKAPCTBEHHOIO NpenapaTa).

lll. CBeaeHusn, npepcraBnsemble cybbektamm obpaiyeHus
JIeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHTA,
0 JIeKapCTBEHHbIX NpenapaTax, BBO3SUMbIX
Ha TeppuTopuio Poccuiickoii Pegepaumnmn

4. CybbeKTbl 0bpalleHUs NeKapCTBEHHbIX CPEACTB MPU 3aBEepLEHUN OTIPY3KM JIEKAPCTBEHHbIX
npenapatoB B Poccuiickyto dPepepaumio NpeactaBAAlOT B CUCTEMY MOHWMTOPWMHIA  CAeayloLlyto
MHPOPMaLMIO B OTHOLIEHUWN KaXKA0W eAMHMLbI IeKapCTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) Kog HanoronnaTenbliMKa AeprKaTena WAM BAaAeNblLa PermcTpaumoHHOro YAOCTOBEpPeHUn
NIeKapcTBEHHOrO  Mpenapata B CTpaHe  perucrtpauum  ambo  MAEHTUOUKALMOHHbLIA  HOMep
HasioroniaTenbluMKa (41a cybbekTa 06palleHNa NeKapCTBEHHbIX CPEACTB, ABAAIOLLErOCA OpraHn3aumen,
NpvM3HaBaemol  Ha/ioroBbiM  pesngeHTom  Poccuiickoit  degepaumn, W UHAMBUAYANbHLIM
npegnpuvHMmaTenem, UAn ANns NpeacTaBUTeNbCTBA CybbeKTa 0bpalleHus IeKapcTBEHHbIX CPeacTB Ha
Tepputopun Poccuiickon ®eaepauymm);

B) KOZ CTpaHbl perncrpauum geprkatena wUav BAafesbla PerMcTpaumMoHHOro yAoCTOBEPEHMUSA
NeKapcTBeHHOro npenapata (ans cybbekTa o0bpaleHWAa NeKapCTBEHHbIX CPeACTB, ABAAMOLLEroca
WHOCTPaHHOM OpraHu3aumei, He NPU3HaBaeMon HanorosbiM penaeHTom Poccuiickoin Pepepaunm m He
MMeloLLLel NpeacTaBUTENbCTB Ha Tepputopum Poccuiickoit Geaepaumm);

F) KO4, Hanoronnatenblinka, ABAAKOLWLErocA nNpoaaBLOM NEKAPCTBEHHbIX MpenapaTtoB, B CTpaHe



pernctpaunm;
[) KoA CTpaHbl pernctTpauum NpoaasL,a eKapcTBEHHbIX NpenapaTos;

€) MAEHTUPUKAUMOHHBIA HOMEpP Hanoronnatenblinka cybbekTa 06palleHUs NeKapCTBEHHbIX
CPeACTB, ABNAIOLLErocs NoKynaTeaem NeKapcTBeHHbIX npenapaTos B Poccuiickoit Peaepaumu;

) PEKBM3UTbI NEPBUYHOTO AOKYMEHTA, ABAAIOWErocsa OCHOBaHNEM A1 OTIPY3KU JIEKAPCTBEHHOMO
npenapata B Pocculickyto Peaepaumio;

3) cepuitHbIi rnobanbHbli MAEHTUDUKALMOHHbBI HOMEP TOProBOM eAMHMLbI UK TPYNMNOBON Ko,
rPynnoBoi YMNakoBKW, B KOTOPOW HAxo4MTCA 3TOT JfIeKapCTBEHHbIM npenapaT (B caydae OTrpy3Ku
rPynnoBoM yNnakoBKU LENNKOM).

5. CybbekTbl 0bpalleHna NeKapCTBEHHbIX CPeACTB NPW OCYLLECTBAEHMM BBO3a UM PasMeLlleHun
NleKapCTBEHHbIX NPenapaToB Ha TEPPUTOPUN CKAALA BPEMEHHOMO XPaHEHMS UAW B 30HE TaMOXEHHOro
KOHTPOAA NPeACTaBAAT B CUCTEMY MOHUTOPWUHra CAeaylollyo MHPOPMALMIO B OTHOLLEHMM KaxKaown
eAMHULbI NeKapCTBEHHOro npenapara:

a) AaTa coBepLUeHUs onepaunm;

6) Kog HanoronnatenbliMKa B CTpaHe pPerncrpaumMM uanm UAEHTUOUKALMOHHBLIM  HOomep
HasoroniaTenblumMKa cybbeKkTa o0bpaleHus JIeKapCTBEHHbIX MNpenapaToB, OCYLLeCTBAAIOWEro BBO3
NleKapCTBEHHbIX MpenapaTtoB Ha TeppuToputo Poccuiickon Pegepaummn (ana cybbekta obpalieHus
NeKapCTBEHHbIX CPeACTB, ABAAIOWErocs OpraHusauuvei, NpuUsHaBaemoi HaNoroBbiM PE3NAEHTOM
Poccuiickoit degepaunn, U MHAMBUAYANbHBIM MpeanpuUHUMMATENEM, WAM ANA NPeACTaBUTeNbCTBA
cybbeKkTa 06palleHNa NeKapCTBEHHbIX CPeACTB Ha TeppuTopun Poccuiickonn ®eaepaunn);

B) KOZ CTpaHbl perucrpaumm cybbekta obpalleHna NeKapcTBEHHbIX CPeACTB, OCYLLECTBAAIOLLEro
BBO3 /IeKapCTBEHHbIX NpenapaTos Ha Tepputopuio Poccuiickoin depepaumm (ana cybbekta obpaleHus
JIeKapCTBEHHbIX CPeACTB, ABNAIOLLIEroca MHOCTPaHHOM opraHu3aumei, He NpuU3HaBaeMol HasoroBbIiM
pe3snaeHTom Poccuiickolt degepaunmn M He UMelOLLEeld NpeacTaBUTENbCTB Ha Tepputopumn Poccuiickol
depepaunn);

I') KOO, TaMOXEHHOro opraHa u pEI'VICTpaLI,VIOHHbIﬁ HOMep CKaada (ap,pec MecCTa HaXoxXaeHwuA
TOBapa CornacHoO aeknapauynnm Ha TOBapr),'

A) Kog, HasnoronnaTenbllMKa, ABASAIOLWErocs NPoAaBLOM JIEKAPCTBEHHbIX MPenapaToB, B CTpaHe
pernctpaunm;

€) Ko CTpaHbl perncTpaunm NpoaasLa IeKapcTBEHHbIX NpenapaTos;
»K) TMN AOroBOpa;

3) PEKBU3UTbI MEPBUYHOrO AOKYMEHTA, ABASIOLLErocs OCHOBaHWEM AN BBO3a JIEKAPCTBEHHOrO
npenapara Ha TeppuToputo Poccuiickon Peaepaunu (aata n Homep);

N) CePUMHbBIN rnobanbHbIM NAEHTUPUKALMOHHBIA HOMEP TOProBOM eANHULBI UAW TPYNMNOBOMN Ko,
rPynnoBoi ynakoBKK, B KOTOPOI HaxoAMTCA 3TOT /IeKapCTBEHHbIN nNpenapar (B caydae BBO3a rpynmnosoi
YNaKOBKU LLe/IMKOM).

6. CybbeKTbl 06palleHna NeKapcTBEHHbIX CPeACTB, OCyLEeCTBAAWME nepeaady AeKapCTBeHHbIX
npenapaTtos, MOMELLEHHbIX MO4 TaMOXEHHYIO Mpoueaypy TaMOMKEHHOro ckaaga, Apyromy
CobCTBEHHUKY (CMeHe COBCTBEHHWMKA), NPeACTaBAAT B  CUCTEMY MOHWTOPUHIA  C/AeAyloLyto
MHPOPMaLMIO B OTHOLLEHMWN KaXKA0W eAMHMLbI 1IeKapCTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepauuu;



6) Kog HanoronnaTenbWMKa B CTPaHE pPerucTpaumm  wuanm  UAEHTUOUKALMOHHBIA  HOMep
HanoroniaTenbWwuKa cybbeKkTa 0OpalleHUs NIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWEro nepeaavy
JIeKapCTBEHHbIX npenapatoB (1A cybbekTa obpalleHUs NeKapCTBEHHbIX CPeacTB, fABAAMOLLErocs
opraHusaumen, NpM3HaBaemMol HaoroBbIM pesnaeHTom Poccuinickon ®egepaunn, U MHANBUAYANbHBIM
npeanpuvHMmaTenem, WauM gas npeacraBuMTeNbCTBa cybbeKkTa 0bpalleHnn NeKapCTBEHHbIX CPeacTB Ha
Tepputopun Poccuiickoin deaepaummn);

B) KOA, CTpaHbl perMcTpauumn cybbekta obpalleHns neKapCcTBEHHbIX CPEACTB, OCYLLECTBAAIOLWLEro
nepesayy /NeKapCTBEHHbIX MpenapatoB (gna cybbekTa o06palleHWsa NeKapCTBEHHbIX CPeacTs,
ABNAIOLWErocsa MHOCTPAHHOW OpraHuW3auuei, He NPU3HABaeMOMN Ha/NOTOBbIM pe3naeHTOM Poccuiickoi
desepaumn 1 He UMeIOLLLEN NPeaCTaBUTENbCTB Ha TeppuTopun Poccuiickoi ®egepaunn);

I') M,D,eHTVId)MKaLI,MOHHbIVI HOMEpP HasoronaaTte/ibwmnKa CY6'bEKTa 06paLLI,EHVIFI NEKapPCTBEHHbIX
cpencTs, OCyLLeCTBNAKOLWETNO NPUEMKY ZIEKAPCTBEHHbIX MPENAPATOB;

A)  pPeKBU3WUTbI NEpPBUYHOrO  JOKYMEHTa, ABAAIOWErocA OCHOBaHWEM AJA  nepesayv
JIeKapcTBeHHOro npenapara (aata n Homep);

e) cepuinHbIn rnobanbHbIM NAEHTUPUKALMOHHBIA HOMEP TOProBOK eINHULLbI AN TPYNMNOBOMK Koa,
rpynnoBOM YNaKOBKM, B KOTOPOM HaxoguTCA 3TOT JIeKapCTBEHHbIV npenapaT (B caydyae nepegayu
rPynnoBOM YNaKoBKM LEIUKOM).

7. CybbekTbl 0bpalleHua SIeKapCTBEHHbIX CPEeACTB, KOTOPbIM OCyLlecTBleHa nepegaya npas
COBCTBEHHOCTM  JIEKAPCTBEHHOrO  MpenapaTta, [MOMELWEHHOro Mo TaMOMEHHY  npoueaypy
TaMOXEHHOTO CK/laga, Npu NOATBEP)KAEHUU CBEAEHWM, COAep:KalMXCA B CUCTEME MOHMTOPUHIa o
nepesaHHbIX JIeKapCTBEHHbIX MpenapaTtax, NPeacTaBAsAT B CUCTEMY MOHWUTOPUHIA CAeayloLlyto
MHOPMaLMIO B OTHOLIEHUWN KaXKAOW eAMHMLbI 1IeKAPCTBEHHOro Npenapara:

a) AaTa coBeplUeHns onepauuu;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CpeacTs, OCYLLECTBAIOLLEIO MPUEMKY JIEKAPCTBEHHbIX NPENapaTos;

B) KOA Hanoronnate/blMka B CTPaHe PerucTpauun wam UnaeHTUGUKALMOHHBIN  HOoMep
HasoroniaTenbluMKka CybbekTa 0b6palleHua NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAIOWEro nepeaady
NeKapcTBeHHbIX NpenapaToB (gna cybbekTa obpalieHus NeKapCTBEHHbIX CPeacTB, ABAAIOLLErocs
opraHusauuen, NpusHaBaemoi HaloroBbiM pesngeHTom Poccuitickoli depepaumm, U MHAMBUAYAbHbIM
npegnpuvHMmaTtenem, UAn ANns NpeacTaBUTeNbCTBA CybbeKTa 0bpalleHUs IeKapcTBEHHbIX CPpeacTB Ha
Tepputopun Poccuiickon ®eaepauymm);

r) Kog CTpaHbl PerucTpaummn cybbektTa obpalleHMA NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOLLENO
nepegayy /1IeKapCTBEHHbIX MpenapaToB (4ns cybbekTa ob6palleHua 1IeKapCTBEHHbIX CPeacTs,
ABNAOWEroca MWHOCTPAHHOW OpraHusauMein, He NPU3HaBaemMol HasIoroBbIM pe3naeHTomM PoccuitcKkomn
denepaunn 1 He UMetOLLEN NPeaCTaBUTENLCTB Ha TeppuTopumn Pocculickoii Gepepaumm);

) cepuitHbli rnobanbHblt NAEHTUPUKALMOHHBIA HOMEP TOPrOBOKM eANHULLLI UK TPYNMNOBOMN Kog,
rPynnoBOM YNaKOBKM, B KOTOPOM Haxo4MTCA 3TOT JIEKApCTBEHHbIM npenapaT (B cayvyae nepenayu
rPynnoBOM YNaKOBKM Le/IMKOM).

8. CybbekTbl o0bpalleHVs /IeKapCTBEHHbIX CPeacTB MpU  NepemelleHUn  NeKapCTBEHHbIX
npenapaToB A8 MeUUMHCKOTO NMPUMEHEHMS MEXAY 30HaMN TaMOXKEHHOTO KOHTPOAA NPeacTaBstoT B
CUCTEMY MOHWTOPWHIA CNeAYHOLY0 MHPOPMALMIO B OTHOWEHUWN KaxKAoW eguHWUUbI eKapCTBEHHOro
npenapara:

a) AaTa coBeplUeHns onepauuu;



6) Kog HanoronnaTenbWMKa B CTPaHE pPerucTpaumm  wmanm  MAEHTUOUKALMOHHBIA  HOoMep
HanoroniaTeNbWwyKa cybbekTa 0bpalleHMsA NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWEro nepemeLleHne
JIeKapCTBEHHbIX npenapatoB (1A cybbekTa obpalleHUs NeKapCTBEHHbIX CPeacTB, fABAAMOLLErocs
opraHusaumen, NpM3HaBaemMol HaoroBbIM pesnaeHTom Poccuinickon ®egepaunn, U MHANBUAYANbHBIM
npeanpuvHMmaTenem, WauM gas npeacraBuMTeNbCTBa cybbeKkTa 0bpalleHnn NeKapCTBEHHbIX CPeacTB Ha
Tepputopun Poccuiickoin deaepaummn);

B) KOA, CTpaHbl perMcTpauumn cybbekta obpalleHns neKapCcTBEHHbIX CPEACTB, OCYLLECTBAAIOLWLEro
nepemelLeHne (ona cybbekTa OOpaLLeHUs J/IeKapCTBEHHbIX CPeacTs, ABAAOWEroca WMHOCTPAHHOW
opraHusauuen, He NpM3HaBaeMoOl HaMOroBbIM pe3naeHTom Poccuitickolt depepaumm U He MMeoLLEeN
npeacTaBUTeNIbCTB Ha TeppuTopumn Poccuiickoin deaepaumn);

I') KOO TaMOXEHHOro opraHa wu peI'VICTpaLI,MOHHbIVI HOMEpP CKnaga OTrpy3ku (ap,pec mecTa
HaXoX4eHNA TOBapa COrnacHoO geKknapaunn Ha TOBapbl, U3 KOTOPOIro OCyWeCTBNAETCA I'IEPEMGIJ.I,EHME);

A) KO4 TaMOXEHHOro opraHa wu peI'MCTpaLI,VIOHHbIﬁ HOMep CKnada npuemku (ap,pec MecCTa
HaXoXeHWnA ToBapa, B KOTOPOe OCyLW,ecCTBAAeTCA I'IGpEMELLI,eHMe),'

e) cepuinHbIN rnobanbHbIM NAEHTUPUKALNOHHBIA HOMEP TOProBOK eNHULLbI UAWN TPYMMNOBOM Ko,
rpynnoBOM YNaKoBKW, B KOTOPOM HAaxXOA4MUTCA 3TOT JIEKAapCTBEHHbIM npenapaT (B c/iyyae nepemelLeHus
rPynnoBoOM YNaKoBKM LEUKOM).

9. CybbeKTbl 06palleHVs JIeKapCTBEHHbIX CPeACTB NpU MPUHATUM pPeleHus O BbiNycKe
NeKapCTBEHHbIX MpenapaTtoB A/1a BHYTPEHHero notpebneHus, NPUHATOrO TaMOMKEHHbIMU OpraHamm,
NpeacTaBAsAOT B CUCTEMY MOHWUTOPUHIA C/leaytowyio MHGOPMALMIO B OTHOLEHUU KaxKgoW TOProsoi
eAVHWLbI IeKapCTBEHHOTO Npenapara:

a) AaTa coBeplUeHns onepauuu;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CpeacTB, OCYLLECTBAAOLWENO AEKNAPUPOBAHNE IEKAPCTBEHHbIX NPenapaToB Ha TeppuTopumM Poccuiickom
depepaunuy;

B) KO, TaMOXeHHOM npoueaypsbl;
r) KoZ TaMOXKEeHHOro OpraHa;
[) PEKBM3UTbI TAMOXKEHHOM AeKNapaLMm Ha NeKapCTBEHHbIV Npenapar;

€) TamoKeHHan CTOMMOCTb 1IeKapCTBEHHOMO NpenapaTa CornacHo AeKnapauny Ha eKapCTBEHHbIN
npenapar;

) CePUIHBIN rNo6anbHbIN MAEHTUDUKALMOHHBIN HOMEP TOProBOM eNHULbI UK FPYNNOBON KO,
rPynnoBOM YyNaKoBKW, B KOTOPOM HAXOAUTCA STOT JIEKAaPCTBEHHbIM NpenapaT (B ciydae NnomeLLeHus noa,
TaMOXEHHYIO NpoLeaypy rPynnoBoi yNaKkoBKU LLe/IMKOM);

3) BUA AOKYMEHTA O noATBepPXAEHUU COOTBETCTBUA - cemechKaT COOTBETCTBMA NN AeKNnapauunA
O COOTBETCTBUMU,

N) PEKBU3UTbI JIOKYMEHTa O NOATBEPKAEHUN COOTBETCTBUA (AaTa U HoMep).

10. CybbeKkTbl o0b6palleHMa NeKapCTBEHHbIX CPeACTB MNpU  MNepemelleHUM IeKapCTBEHHbIX
npenapaTtos U3 30Hbl TAMOXEHHOIO KOHTPOAA Ha dapMaueBTUUYECKUIN CKnag NpeacTaBAsaoT B cuctemy
MOHUTOPUHra CAeayoLLyo MHGOPMaLMIO B OTHOLIEHUN KaxKA0M eAMHULbI IeKapcTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepaunm;



6) MAEHTUOMKALMOHHBLIN HOMep HanoronaaTenblyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CpeacTs, OCYLECTBASIOWEro BBO3 JIEKAPCTBEHHbIX MpenapaTtoB Ha Tepputopuio  PoccuincKoi
depepaunuy;

B) aApec MecTa OCYLWEeCTBNeHUA AeATeNbHOCTM cybbekTa obpalleHUA NeKapCTBEHHbIX CPeacTs,
OCYLLECTB/IAIOLLErO BBO3 /IEKAaPCTBEHHbIX NPenapaToB Ha Tepputopuio Poccuitickoit degepaumu;

r) KoA TaMOXKEeHHOro opraHa W PerncTPaLMOoHHbI HOMEP TaMOXEHHOTO CKaaa OTrPy3Ku;

[) PEKBM3UTbI NEPBUYHOTO AOKYMEHTA, ABAAIOWErocs OCHOBAaHMEM AJ1A NPUEMKMN NEKAPCTBEHHOTO
npenaparta Ha ¢apmaLeBTUYECKUN CKNag (AaTa n Homep);

€) CTOMMOCTb, YKa3aHHaA B CONPOBOAUTENbHOM AOKYMEHTAUMKN HA TOBAP, Ha OCHOBAHMM KOTOPOW
odopMAAETCA TaMOMKEHHAA AeKNapauumsa, C Y4eTOM TaMOMKEHHbIX MOWANH U cOopOoB 3a TaMOXKeHHoe
odpopmneHue;

) CePUIMHbBIN rNo6anbHbIN MAEHTUGUKALMOHHBIN HOMEP TOProBOM eNHULbI UK FPYNNOBOM KOA,
rpynnoBOM YMaKOBKW, B KOTOPOW HaxogmTCA 3TOT JIEKAPCTBEHHbIM MpenapaT (B cayyae NPUEeMKMU Ha
dapmMaLLeBTUUECKUIA CKaj, rPynnoBOM YNaKOBKM LLE/IMKOM).

11. CybbeKTbl 06palLeHna NeKapCTBEHHbIX CPEACTB MPU OCYLLECTB/IEHUM BBO3a JIEKAPCTBEHHbIX
npenapaTtoB B Poccuiickyto ®esepaumio U3 rocygapcrs - Y1eHoB EBPasMiicKOro 3KOHOMMYECKOTO COH3a
NpeacTaBAsOT B CUCTEMY MOHWUTOPUHIA cleaytowyio MHGOPMALMIO B OTHOLEHUU KaxKgoW TOProsoit
eAVHWLbI 1IeKapCTBEHHOTO Npenapara:

a) AaTa coBeplUeHns onepauuu;

6) Kog HasnoronnaTebluMKa AeprKaTena WAM BAaAeNblLa PermcTpaumoHHOro yAO0CTOBEpPeHUn
NleKapcTBEHHOro  npenapata B  CTpaHe  perucTpauuMum  uam  naeHTUOUKaUMOHHLIA  HOomep
HasioroniaTtenblumKa (41a cybbekTa 06palleHUa NeKapCTBEHHbIX CPEACTB, ABAAIOLLErocA opraHnsaumen,
npuM3HaBaemol  HanoroebiM  pesngeHTom  Poccuiickoit  degepaumn, U MHAMBUAYANbHBIM
npegnpuvHMmaTenem, UAn ANs NpeacTaBUTeNbCTBA CybbeKTa 0bpalleHUs IeKapcTBEHHbIX CPeacTB Ha
Tepputopun Poccuiickon ®eaepauymm);

B) KOZ CTpaHbl pPerucTpauumn gepxkatens WauM Bnafesnblia PerucTpauyoHHOro yA0CTOBEpPEHUs
NleKapcTBEHHOTO npenapata (oA cybbekTa obpalleHus J/IeKapCTBEHHbIX CPeacTB, ABAAIOLLErocs
MHOCTPAHHOM OpraHMsaumen, He NPpM3HaBaeMol HaloroBbIM pe3ngeHTom Poccuiickoi ®esepauyn 1 He
MMeloLLEeM NPeacTaBUTeNIbCTB Ha Tepputopum Poccuiickon deagepauun);

r) Kop HanoronnatefbliyKa, ABAAIOLWErocs NPOAABLOM JIEKAapCTBEHHbIX NpPenapaTtos, B CTpaHe
pernctpaunm;

[) KoA CTpaHbl perncTpauumn NpoaasL,a eKapcTBEHHbIX NpenapaTos;

€) MAEHTUPUKAUMOHHBIA HOMEpP HanoronnateNblinka cybbekTa 06palileHUs NeKapCTBEHHbIX
CPeACTB, ABNAIOLLErocs NoKynaTesaem NeKapcTBEHHbIX NpenapaTos B Poccuiickolt depepaumy;

)K) agpec mecCta ocyuwlects/ieHnA OeATE/IbHOCTU Cyﬁ'bEKTa 06paLLI,eHMﬂ NEeKapCTBEHHbLIX CPeACTB,
ABIAOWEroCA NOKynaTtenem IEKapPCTBEHHbIX NpenapaTtos B Poccuitckoit (De,u,epau,MM;

3) PEKBU3UTbI NEPBUYHOIO AOKYMEHTA, ABNAIOLLETOCA OCHOBAaHUEM A/1A OTIPY3KM SIeKapCTBEHHOro
npenapata B Poccuiickyto Pegepaumio (gata u Homep);

W) CepUiiHbIN rnobanbHbI NAEHTUPUKALMOHHBIA HOMEP TOProBOK eANHULLBI UK TPYNMNOBOMN Ko,
rpynnoBOM YMaKOBKW, B KOTOPOWN HaxXxoguTCA 3TOT JIEKAPCTBEHHbIM npenapaTt (B c/ayyae OTrpysKu
rPynnoBOM YNaKOBKM Le/IMKOM).



12. CybbeKTbl 06palleHna eKapCTBEHHbIX CPEACTB MPU OCYLLECTB/IEHUM BBO3a JIEKAPCTBEHHbIX
npenapatoB Ha Tepputopuio Poccuiickoit Pegepauunm M3 rocygapcts - uyneHos EBpasumiickoro
3KOHOMMYECKOro COl3a M pasmelleHnM Ha dapmaleBTMYECKOM CKnade NpeAacTaBAfloT B cUcTemy
MOHUTOPUHra CleaytoLyo MHOOPMALMIO B OTHOLWEHUN KarKAON TOProBon eAmHMLbI IeKapCTBEHHOro
npenapara:

a) AaTa coBepLUeHUs onepaunm;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliuKa CcybbekTa obpalleHUs NeKapCTBEHHbIX
CpeacTs, OCYLECTBAAIOLWEro BBO3 JIEKAPCTBEHHbIX MpPenapaTtoB Ha Tepputopuio PoccuincKom
depepauny;

B) aApec MecTa OCYyLLeCTBNEHUA AeATeNbHOCTM CybbeKTa obpalleHus NeKapCTBEHHbIX CPeacTs,
OCYLLECTBAAIOLLErO BBO3 /IEKAPCTBEHHbIX NPenapaToB Ha Tepputopumio Poccuitickoit degepaumm;

r) Koa HanoroniatenblimMKa, ABAAIOLWEroCcs NPOAABLOM /EeKapCTBEHHbIX NpPenapaTtos, B CTpaHe
pernctpaunm;

[) KoA CTpaHbl pernctTpauum NpoaasL,a eKapCTBEHHbIX NpPenapaTos;

€) PeKBM3UTbl NEPBUYHOTO AOKYMEHTA, AB/AIOWErocs OCHOBaHMEM A/ BBO3a JIEKAPCTBEHHOrO
npenapara Ha TeppuToputo Poccuiickon Peaepaunu (aata n Homep);

)K) CTOMMOCTb J/IEKAPCTBEHHOIO npenaparta (C y4eToOmM Hasiora Ha ,D,OﬁaBJ'IeHHYIO CTOMMOCTb)
COrnacCcHoO nepBnYHbIM AOKYMEHTAM,;

3) cymma Hanora Ha A06aBNeHHYD CTOMMOCTb (B C/aydae ecnu caenka obnaraerca Takum
Hanorom);

W) cepUiiHbIN rnobanbHbI NAEHTUPUKALMOHHBIA HOMEP TOProBOM eANHULLbI UAW TPYMNMNOBOKN Ko,
rPynnoBOM YNaKOBKK, B KOTOPOI HAaXOAUTCA STOT IEKAPCTBEHHbIM Npenapart (B cydae BBO3a Fpynnosoi
YNaKOBKM LLe/IMKOM).

13. CybbeKkTbl 0bpallleHnn NIeKapCTBEHHbIX CPeacTB MNPV OCyLLeCcTBNeHUU BBOZA B obpalieHue
NleKapcTBEHHbIX MPEenapaToB B paMKax BBO3a Ha TeppuToputo Poccuiickon Pegepaunm 13 rocysapcrs -
yneHoB EBPasMIMCKOro aKOHOMMYECKOTO COlo3a MPeACTaBAAT B CUCTEMY MOHWUTOPMHIA CAEeAYyHOLLYHO
MHPOPMaLMIO B OTHOLIEHUWN KaXKAOW eAMHMLbI IEKAPCTBEHHOro Npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) MAEHTUOUKALMOHHBLIN HOMep HanoroniaTenbliyKa CybbekTa ob6palleHUs NeKapCTBEHHbIX
CpeacTs, OCYLECTBASIOWEro BBO3 JIEKAPCTBEHHbIX MpenapaTtoB Ha Tepputopuio  PoccuincKoi
depepauny;

B) aApec MecTa OCYyLeCTBNEeHUA AeATeNbHOCTM CybbeKTa obpalleHus NeKapCTBEHHbIX CPeacTs,
OCYLLECTB/IAIOLLErO BBO3 JIEKAPCTBEHHbIX NpernapaToB Ha Tepputoputo Poccuiickolt depepaumy;

I') BN AOKYMeEHTa O noAaTBepXAeHUU COOTBETCTBUA - cemechKaT COOTBETCTBUA NN OEKNapauma
O COOTBETCTBUMN,

[) PeKBM3UTbI 4OKYMEHTa O NOATBEPKAEHNMN COOTBETCTBUA (AaTa U HOMep);

e) cepuinHbIN rnobanbHbIM NAEHTUPUKALNOHHBIA HOMEP TOPrOBOK eNHULLbI UAW TPYMMNOBOM Ko,
rPynnoBOM YNaKOBKW, B KOTOPOI HAaXOAUTCA STOT IEKAPCTBEHHbIN Npenapart (B ciydae BBO3a Fpynnosoi
YNaKOBKM LLE/IMKOM).

14. CybbeKTbl o0bpalleHMsa JfeKapcTBEHHbIX CpeacT8 MNpuM MNOBTOPHOM BBOAe B 060poT



NleKapcTBEHHbIX MNpenapaTtoB, paHee BblBEAEHHbIX M3 obopoTa B pesynbTaTe peskcnoprta, otbopa
06pasuoB M CMAMCaHUA, MNPeACTaBAAOT B CUCTEMY MOHWUTOPMHra creadywowyo uHOOpMauuilo B
OTHOLLEHUM KaXa0MN eANHMLbI NeKapCTBEHHOrO Npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) Koa HanoronnatenbliMKa B CTpaHe perncTpaumm UAn  MAEHTUOUKALMOHHBIM HOoMmep
HasioroniaTenbluMKa cybbekTa 0bpaLleHns eKapCcTBEHHbIX CPEACTB, PaHEe OCYLLECTBAAIOWEro BbIBOA,
n3 obopoTa 3TUX JIEKAPCTBEHHbIX MPenapaToB (418 cybbekTa obpalleHus leKapcTBEHHbIX CPeacTs,
ABNAIOLWEroca opraHvM3auuen, NpPU3HaBaemoi HanoroBbiM pesnaeHTom Poccuiickori depepaumum, u
UHAMBUAYANbHLIM  MpeanpuHUMaTenem, WAM gaa  NpeacTaBuTenbCcTBa  cybbekta  obpaleHus
NleKapCTBEHHbIX CPeacTB Ha TeppuTopum Poccuiickoit Peaepaumn);

B) aflpec MecTa OCyLecTBAeHUA AeATe/bHOCTU CybbeKkTa obpallleHUs NeKapCTBEHHbIX CPeacTs
(ana opraHusauumii, npu3HaBaembIXx HajAOroBbiM  pe3uvaeHTom Poccuitckor  depepauumu, ¢
WMHAMBUAYANbHbIX NpeanpuHUMaTenei);

r) Kog CTpaHbl perucTpaumm (ana cybbekTa o0bOpalleHMa JIeKapCTBEHHbIX MpenapaTos,
ABNAOWEroca MWHOCTPAHHOW OpraHusaumein, He NPU3HaBaemMol HasIoroBbIM pe3naeHToM PoccuitcKkomn
denepaunn 1 He UMelOLLEN NPeaCTaBUTENLCTB Ha TeppuTopumn Pocculickoii Gepepaumm);

[) NPUYMHbI paHee OCyLLEeCTBIEHHOrO BbIBOAA SIeKapCTBEHHOro npenapara U3 06opoTa;

€) CcepuMHbIN rnobanbHbIi UAEHTUOUKALMOHHBIA HOMEP TOProBOM eAMHWULbI MNOBTOPHO
BBOZMMOrO B 060pOT NEKAPCTBEHHOTO Npenapara.

Mpwunoxkenne N 4

K [ToNI0XKEeHUI0 0 cUCTEME MOHUTOPUHTA
ABUXKEHUA NeKapCTBEHHbIX NpenapaTos
ONA MeANLLMHCKOTO NPUMEHeHUA

CBEAEHUA,

NPEACTAB/IAEMbBIE CYBbEKTAMW OBPALLEHUA NNEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABUXKEHNA NEKAPCTBEHHbIX
NPENAPATOB A1 MEAULUUHCKOIoO NPUMEHEHNA NPU BbIBOAE
13 OBOPOTA NEKAPCTBEHHbIX NMPEMAPATOB
Ana MEAUUNHCKOro NPMMEHEHUA

1. CybbeKT obpalleHnn NeKapCTBEHHbIX CPEACTB NPW BbIBOAE JIEKAPCTBEHHbIX NpenapaTos A4/1A
MeAMLMHCKOro NpuMeHeHus (ganee - fieKapcTBeHHble npenapatbl) U3 obopoTa nyTem peanusauun
(Mpopaxkn) nekapcTBEHHbIX NpenapaToB NOTpPebuTento, uaM oTnycka 6ecnnaTHO WAM CO CKUOKOM
NleKapCcTBEHHbIX NPEenapaToB MO peLenTy Ha JIeKapCTBEHHble Npenapatbl IMBo OTMyCKa IeKapCTBEHHbIX
npenapaTos, MW BbiBoAa M3 060pPOTa NO MHLIM MPUYMHAM MPEACTaBAAET B CMCTEMY MOHUTOPWHra
ABWXKEHUA IeKapCTBEHHbIX NpenapaTos (ganee - cMcTeEMa MOHUTOPUHIA) CaeaytoLLyo MHbopmaLumio o
BblBeAEHHbIX M3 060pOTa NEKAPCTBEHHbIX Npenaparax:

a) AaTa coBeplUeHUs onepaunm;

6)  perucTpauMoHHbI  HOMep  HajoronaatenbluMka B  CTpaHe  pernctpauum  uau
NOEHTUOUKALMOHHBI HOMEP HajoroniatenbliMka CybbekTa 06palleHna NeKapCTBEHHbIX CPeacTs,
OCYLLECTB/IAIIOLLErO BbIBOZ JE€KAPCTBEHHbIX MpenapatoB M3 obopoTa (4ns cybbekTa obpalieHun



NeKapCTBEHHbIX CPEeACTB, ABAAIOWErocs OpraHusauuvein, nNpuU3HaBaemMol HaNoroBbiM PE3NAEHTOM
Poccuiickoit degepaumn, U MHAMBUAYANbHBIM MpeanpuUHUMMaTENEM, WAM ANA NPeACTaBUTENbCTBA
cybbeKkTa 06palleHNa NeKapCTBEHHbIX CPeACTB Ha TeppuTopun Poccuiickon ®eaepaunn);

B) agpec MmecTa OCYWeCTBAeHUA AeATeNbHOCTM, M3 KOTOPOro OCYLLEeCTBAAETCA BblBOA,
NeKapcTBeHHbIX NpenapaTtos 13 060poTa;

r) TMN BblBOAA IeKAaPCTBEHHbIX NpenapaTos 13 060poTa;

4) BMA OOKYMEHTa, MOATBEPKAAIOLLEro BbiBOA, JIEKAPCTBEHHbIX MpenapatoB M3 obopoTa (uyek,
61aHK CTPOroi OTYETHOCTU, AOrOBOP U ApPYroe);

e) PEKBU3NTbLI JOKYMEHTA, NOATBEPKOAOLWETO BbIBOA NEKAPCTBEHHbIX NpPenapaToB U3 060p0Ta;

) CepuMHbIN rnobanbHbli UAEHTUPUKALUMOHHBLIK HOMEP TOProBOW eAuHMULbI BbIBOAMMbBIX W3
060pOoTa NEeKapPCTBEHHbIX NPENapPaToB;

3) CTOMMOCTb /leKapCTBEHHbIX MpenapaTtos (C yyeTom Hanora Ha A06aBAEHHYH CTOMMOCTb) (B
C/lyyae NpoLarku IeKapcTBEHHbIX NpenapaTos noTpebuTtento);

M) cymma Hanora Ha Ao06aB/ieHHY0 CTOMMOCTb (B CydYae NpoAaXku NeKkapcTBeHHbIX npenapaTos
notpebuTtento, ecnM Npojaska JeKapcTBeHHbIX MnpenapaToB obnaraeTcs Hajorom Ha Aob6aBfeHHylo
CTOMMOCTb).

2. CybbeKT obpalyeHusa NeKapcTBEHHbIX CPeACTB MpY BbiBOAE JIEKAPCTBEHHbIX Mpenapatos M3
obopoTta nytem oT6opa 06pas’yoB B Pas3AMUHbLIX LENAX NPeAcTaBAAeT B CUCTEMY MOHUTOPMHra
cneayoLLyo MHGOPMaLMIO O BbiBeAEHHbIX N3 060pOTa IeKapCTBEHHbIX Npenapartax:

a) AaTa coBeplieHMAa onepaumMyv MAW AaTa PerucTpauuu cBefdeHuil B CUCTEME MOHUTOPWHra (B
OTHOLLEHMM NEeKaPCTBEHHbIX NPENapaToB, BbiBEAEHHbIX M3 060poTa NnyTem oT6opa 06pas3LLOB NPU BBO3E
NleKapcTBEHHbIX NpenapaToB Ha TeppuToputo Poccuiickoit depepaumm);

6) MAEHTUOMKALMOHHBLIN HOMep HanoronaaTenblyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CPeACTB, OCYLLLECTB/IAIOLWErNO BbIBOZ JIEKAPCTBEHHbIX NpenapaToB M3 060poTa;

B) aApec MecTa OCYyWeCTBeHUA [AeATeNbHOCTM, U3 KOTOPOro OCYLLEeCTBAAETCA BbIBOA
NleKapcTBeHHbIX npenapaTtos u3 060poTa, AMBO 30Ha TaMOXKEHHOrO KOHTPOAA (B clyvyae BbIMOAHEHUS
onepaumm B 30He TAMOKEHHOTO KOHTPONA);

r) g otbopa 06pasLos;

A) cepuiiHblii rnobanbHbii UAEHTUOUKALMOHHBLIM HOMEpP TOProBol eAuHULbI BbIBOAMMOIO U3
obopoTa nekapcTBEHHOro npenapara.

3. CybbeKT obpalleHnn SIeKapCTBEHHbIX CPeacTB NPV BbIBOAE JIEKAPCTBEHHbLIX NpenapaToB w3
obopoTa nyTem nepegayy JIEKapCTBEHHbIX MPENapaToB Ha YHWYTOXKEHWe NpeacTaBiseT B CUCTEMY
MOHUTOPUHIa CAeayoLLyo MHPOPMaLUMIo O BbiBeAEHHbIX M3 060pOTa JIEKAPCTBEHHbIX NpenapaTax:

a) AaTa coBeplUeHUs onepaunm;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CcybbekTa obpalleHUs NeKapCTBEHHbIX
CpeacTs, OCYLLECTBAAIOLLEIO BbIBOA IEKAPCTBEHHbIX NPenapaTos U3 060poTa;

B) agpec MmecCta ocyuwecrtsneHna AeATeNbHOCTU, U3  KOTOPOro oOcCywectBnAeTca BblBOA
NNEKAPCTBEHHbIX MPenapaTos U3 060p0Ta;

I') OCHOBaAHME nNepenayvyn NnekapCTBeHHOro npenapara Ha YHUYTOXKEHUE;



) PEeKBU3UTbI peleHns ynoJHOMOYEHHOro ¢eaepanbHOro OpraHa MCNOJIHUTENbHOM BAAacTU O
BbIBOAE /IeKapCTBEHHbIX NpenapaTos 13 ob6opoTa (Npu Haanuuu);

€) PeKBM3UTbl AOKYMEeHTa, MOATBEPXKAAloWero nepeaady /eKapcTBEHHbIX MpernapaTtoB Ha
YHUUTOMKEHWE;

) CePUIMHBIN rNo6anbHbIN MAEHTUDUKALMOHHBIN HOMEP TOProBOM eIMHULbI UK FPYNNOBOM KO,
YNaKOBKW, B KOTOPOW HAXOAWUTCA 3TOT JIeKAapCTBEHHbIA npenapat (B cayyae BbiBoAga M3 obopoTta
rPynnoBOM YNaKOBKM Le/IMKOM);

3) MAEHTMd)VIKaLI,VIOHHbIﬁ HOMEP HanoronnatesblwnKa, OCywecTBaaArWero YyHUYTOXEeHUe
NEKapPCTBEHHbIX MPenapaTos.

4, CybbeKkT obpalleHus eKapcTBEHHbIX CPEACTB NPU YHUUTOXKEHUWN JIEKAPCTBEHHbIX NPenapaTos,
paHee nepedaHHbIX Ha YHWYTOXKEHMEe, MPeACTaBAfAeT B CUCTEMY MOHUTOPMHIA CAeayloLLyto
NHPopMaLmio 0 GaKTe YHUUTOKEHUA NeKapCTBEHHbIX NpenapaTos:

a) AaTa coBeplUeHUs onepaunm;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CpeacTs, OCYLLECTBUBLLETO BbIBOA IEKAPCTBEHHbIX NPenapaToB 13 060poTa;

B) cnocob YHUYTOXEHUA NEKAPCTBEHHDbIX MPENAPATOB,

r) peKBU3UTbI LOKYMEHTA, NOATBEPKAAIOLLErO YHUUTOXKEHME SIEKAPCTBEHHbIX NPEenapaTos (akT 06
YHUUTOMKEHUM IeKAaPCTBEHHbIX NPenapaTos);

) cepuitHbli rnobanbHblt NAEHTUPUKALMOHHBIA HOMEP TOPrOBOM eANHULLBI UK TPYNMNOBOMN Kog,
YNaKOBKW, B KOTOPOW HAxXoAWUTCA 3TOT JIEKApPCTBEHHbIA npenapat (B cnayyae BbiBoAa M3 obopoTta
rpynnoBOM YNaKOBKM Le/IMKOM);

e) M,D,eHTVId)MKaLI,VIOHHbIﬁ HOMEP HajnoronnatenbwnKka, OocyuwecTtsmBwiero YyHUYTOXEHUe
NEKapCTBEHHbIX MPenapaTos.

MpunoxkeHne N 5

K [ONI0XKEeHUIO O CUCTEME MOHUTOPUHTA
ABUXKEHUA NeKapCTBEHHbIX NpenapaTos
ONA MeANLIMHCKOTO NPUMEHeHUA

CBEZIEHMA,
NPEACTABNAEMBIE CYBbEKTAMM OBPALLEEHUA IEKAPCTBEHHbIX CPEACTB
B CUCTEMY MOHUTOPUHIA ABUXEHNA NEKAPCTBEHHbIX MPENAPATOB
ANA MEAULIMHCKOrO NPUMEHEHWA NPU OCYLLECTB/IEHUM OMEPALIUN
C rPYNMNoBOW YNAKOBKOWM

1. CybbekTbl o06palleHnsa NeKapCTBEHHbIX CPEeACTB MNPW  OCYLWECTB/IEHUW arperMpoBaHus
NpeacTaBAsOT B CUCTEMY MOHUTOPUHIA ABUMKEHMS NEeKapCTBEHHbIX NPenapaToB A8 MeAWMUMHCKOro
NPUMeHeHWA (Janee - cMCTeMa MOHUTOPUHIA) CAeAyHoLLY0 MHPOPMaUMIO:

a) AaTa coseplueHus onepauuu (B OTHOWEHMM NEeKapCTBEHHbIX Npenapatos A1A MeAMLMHCKOro
npumeHeHua (ganee - feKapcTBeHHble npenapaTtbl), HaxoAAWMXCA 3a npeaenamm TeppuUTopuu
Poccuiickoit depepaunn, B cayyasx, Korga arpermposaHue OCYyLLECTBAAETCA A0 3aBeplleHusa CTaguu



BbIMYCKAlOLWLEro KOHTPOASA KauyecTBa, MOMET yKasblBaTbCA NtobaA gaTa Mexay AaTol 3aBeplueHus
CTaAMV  BbIMYCKAlOWEro KOHTPOAA KayecTBa W [aTON OTFPY3KM JNIEKAPCTBEHHbIX MpenapaTtoB B
Poccuiickyto degepaumio);

6) Koa HanoronnatenbliMKka B CTpaHe perncTpaumm MUAn  MAEHTUOUKALMOHHBIN  HOoMep
HasioronaaTtenblumKa (41a cybbekTa 06palleHUa NeKapCTBEHHbIX CPEACTB, ABAAIOLLErocA opraHnsaumen,
npvM3HaBaemol  HanoroebiM  pesngeHTom  Poccuiickoit  degepaumn, U MHAMBUAYANbHBIM
npeganpuHMmaTenem, WUAM NpeacTaBUTENbCTBA CybbeKTa o6palleHMAa NeKapcTBeHHbIX cpeacTB Ha
Tepputopumn  Poccuinckoit  Pepepaummn)  cybbekta  obpalleHMsa  NeKapCTBEHHbIX  CPeAcTs,
OCYLLECTB/IAIOLLErO arperMpoBaHme;

B) afpec MecTa OCYyLWEeCTBAeHMA AOeATeNbHOCTU (B C/lydYae NpPOM3BOACTBA Ha TeppuTOopun
Poccuitickolt depepaunm) uam Kog cTpaHbl (B c/iydae npous3BoAcCTBa 3a npeaenamu Poccuinckol
denepaunn), rae ocyllecTBNEeHO arperMpoBaHue, AM60 30Ha TaMOXKEHHOro KOHTponsa (B ciaydvae
OCYLLLECTB/IEHUA arpernpoBaHus B 30HE TaMOXKEHHOTO KOHTPONA);

I') rpynnosble KOAbl CO34aBaeMbIX TpynnoBbIX YNAaKOBOK;

4) nepeyeHb CepUMHbIX rN06ANbHBIX UAEHTUPUKALMOHHBIX HOMEPOB TOPrOBbIX €4MHUL, WAn
rpynnoBbiX KOAOB YMaKOBOK 60see HU3KOro YPOBHA BJ/IOXKEHHOCTM, BXOAALWMX B COCTAB KaxKaoM
cO3/aBaeMoW rpyrnnoBon YNaKoBKM.

2. CybbeKTbl 0bpalleHnn IeKapcTBEHHbIX CPEACTB NPU OCYLLECTBIEHUN U3BATUSA NEKAPCTBEHHbIX
npenapaTtoB W3 TPynnoBOM YMAaKOBKM NPEACTaBAAOT B CUCTEMY MOHMTOPUHIA CAeayloLLyto
nHbopmaumio:

a) AaTa coBeplUeHns onepauuu;

6) Koa HanoronnatenbluiMKka B CTpaHe perncTpaumm WA  MAEHTUOUKALMOHHBIM  HOoMmep
HasioroniaTtenblumKa (41a cybbekTa 06palleHNa NeKapCTBEHHbIX CPEACTB, ABAAIOLLErocA opraHnsaumen,
npuM3HaBaemol  HanoroebiM  pesngeHTom  Poccuiickoit  degepaumn, U MHAMBUAYANbHLIM
npeanpuHMmaTenem, UAn ANA NpeacTaBUTeNbCcTBa cybbeKTa obpalleHus NeKapcTBEHHbIX CPpeacTB Ha
Tepputopun  Poccuiickoit  degepaumn)  cybbekTa  0bpalleHMA  IeKapCTBEHHbIX  CPeacTs,
OCYLLECTBAAIOLLErO ONepaLuio;

B) a4pec MecTa OCYLLEeCTBAEHUA AeATENbHOCTU (B C/lyyae COBEpLUEHWA OMnepaLun Ha TeppUTopun
Poccuiickolt depepaumm) Uam Kog, cTpaHbl (B Cyyae cCoBepLUeHns onepawmm 3a npeaenamm Tepputopum
Poccwuiickolt ®egepaunm), rae BbINONHAETCA onepauus, MO0 30Ha TaMOXKEHHOTO KOHTpoAA (B cayyae
BbIMNOJIHEHWNA ONepaLny B 30HE TAMOMKEHHOTO KOHTPOA);

r) cepuiHbii rnobanbHbll MAEHTUOUKALUMOHHBIN HOMEP TOProBOW eauHULbI, U3bIMAaeMOn M3
rPynnoBon ynakoBKW, UM TPYMNNOBOM KOA YNakoBKM 60/ee HNU3KOro YPOBHA BOMKEHHOCTM, U3biMaeMOM
M3 rpynmnoBoi ynakoBKu.

3. CybbeKTbl 06palleHMA NeKapCTBEHHbIX CPeACTB MPWU OCYLLECTB/IEHUU AOMNOAHUTENbHOro
B/IO}KEHMA NIeKapPCTBEHHbIX MPEenapaTos B rPyNMnoBylo YNaKoBKy NPeACTaBAAOT B CUCTEMY MOHUTOPUHra
cneayoLLyo MHGopmMmaumto:

a) AaTa coBeplUeHUs onepauuu;

6) Kog HanoronnateNblWMKa B CTPaHe perucTpaumm uanm  UAEHTUOUKALMOHHBIA  Homep
HanoronnaTtenbluKa (4na cybbeKkTa obpalleHnn NeKapCcTBEHHbIX CPeACTB, ABNAIOWErocs opraHM3saumen,
npusHaBaemMol  HafNorosbiM  pe3maeHTom  Poccuitickon  Pegepaumn, U UHAUMBUAYANbHbLIM
npeanpuHMmaTenem, UaM AN NpeacTaBuTensCTBa cybbeKkTa obpalleHna NeKapcTBEHHbIX CPeacT8 Ha
Tepputopun  Poccuiickon  Pepepaumn)  cybbekta  obpalleHMs  IeKapCTBEHHbIX  CpeacTs,
OCYLLLECTBAAIOLLEro onepaumio;



B) apec MecTa OCYLLEeCTBAEHUA AeATENbHOCTU (B C/lyyae COBEpLUEHWA OMnepaLun Ha TeppUToOpUn
Poccuiickolt ®egepaumm) UK Kog CTpaHbl (B caydae coBeplueHUa onepaumm 3a npeaenamm Tepputopum
Poccuiickoit ®eaepaunn), rae BbINOAHAETCA onepauus, AM60 30Ha TAMOXKEHHOTO KOHTpoAA (B caydae
BbINO/IHEHWNA ONepaunn B 30HE TAMOMKEHHOrO KOHTPONA);

r) cepuiiHbli rnobanbHbil MAEHTUOUKALMOHHBIN HOMEpP TOProBOM eAMHULbI UK TPYNNOBOWN Ko,
YyNaKoBKWN 60/s1ee HU3KOIO YPOBHS B/IOMKEHHOCTM, C KOTOPOK COBEPLUAETCA onepauns AoNoJHUTENbHOIO
BNOYKEHMSA;

A) rpynnoBoW Kog, yNakoBKK, B OTHOLLEHUM KOTOPOM COBEPLLAETCA onepaums.

4. CybbeKTbl 0b6palieHWa JIeKapCTBEHHbIX CPeacTB MpW OCYWECTBNeHUM pPachOPMUPOBAHUS
rpynnoBoM yNnakoBKW NPeACTaBASAIOT B CUCTEMY MOHUTOPUHTIA C/ieayoLyto MHGOPMALMIO:

a) AaTa coBeplUeHUs onepaunm;

6) Koa HanoronnatenbliMKa B CTpaHe perncTpaumm MAn  MAEHTUOUKALMOHHbBIM  HOoMmep
HasioroniaTtenblumKa (41a cybbekTa 06palleHUa NeKapCTBEHHbIX CPEACTB, ABAAIOLLErocA opraHnsaumen,
np13HaBaemol Ha/10roBbIM pesngeHToMm Poccuiickoit depepaunn, NHANBUAYANbHbIM
npegnpuvHMmaTenem, WAM NpeacTaBUTENbCTBa CyObeKTa Ob6palleHMs JNeKapCTBeHHbIX CpeacTB Ha
Tepputopun  Poccuinckoit  Pepepaummn)  cybbekta  obpalleHMsa  NeKapCTBEHHbIX  CPeAcTs,
OCYLLECTB/IAIOLLErO OMNepaLmio;

B) aZpec MecTa OCYLLEeCTBAEHUA AeATENbHOCTU (B C/lyyae COBEpLUEHWA OMnepaLun Ha TeppuUTopun
Poccuiickolt depepaumm) Uam Kog, cTpaHbl (B Ciyyae coBeplieHus onepaLmm 3a npeaenamm Tepputopum
Poccwuiickolt ®epepaunm), rae BbINOAHAETCA onepauus, MO0 30Ha TaMOXKEHHOTO KOHTpoAA (B ciyyae
BbINO/IHEHWNA ONepaunn B 30HE TAMOMKEHHOrO KOHTPONA);

r) Tmn onepauuun TpaHchopmaLlmm ynakosku (pachopmmposaHue);

A) rpynnoBoi Koa pachopmnpoBbIBaEMON YaKOBKMU.

MpunnoxkeHne N 6

K MonoXeHnto o cucTeme MOHUTOPUHIA
OBVXKEHWA NIeKapCTBEHHbIX NpenapaTos
ONA MeNLMHCKOTO MPUMEeHeHUs

CBEAEHUA,

NPEACTABNAEMbIE CYBbEKTAMMW OBPALLEEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA IBUXKEHNA NEKAPCTBEHHbIX
NPENAPATOB A/19 MEAULUMUHCKOIo NnPUMEHEHNA NPU OBOPOTE
M BHYTPEHHEM NEPEMELLEHNU NEKAPCTBEHHbIX NPENAPATOB
Ana MEAULUUHCKOIo NPMMEHEHUA

1. CybbektT obpaleHMa /IeKapCTBEHHbIX CpPeacTB MNpU  OCYLWECTBAEHUM MepemelleHus
NeKapcTBEHHbIX NpenapaToB AN MeAMUMHCKOro NpuUmeHeHua (ganee - NeKapCTBEeHHble npenaparthl)
Mexay agpecamu  OCYWECTBAeHWUA AeATenbHOCTM U (uan)  dpapmaueBTMYECKMMM  CKNadamu
npeacTaBnsieT B CUCTEMY MOHMTOPUHIA ABUMKEHMA JIeKapCTBEHHbIX MpenapaTtoB (Janee - cucTema
MOHUTOPUHIa) ciegyowyto MHGOPMaLMIO O NepemeLLLaeMbIX 1IEKAPCTBEHHbIX NpenapaTax B OTHOLWEHUN
KaXkg0M TOProBow eAnHWLbI IEKAPCTBEHHOTO Npenapara:



a) AaTa coBeplUeHuns onepaumn (MPMeMKN Ha CKNaj, Ha KOTOPbIA CoOBepLUEHO NepemelleHune);

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CybbekTa ob6palleHUs NeKapCTBEHHbIX
CpeacTs, OCYLLECTBAAIOLLEIO NepemMeLLeHME IeKAPCTBEHHOIO NpenapaTa;

B) agpec MmecCTta ocyuwecrtsneHna AeATe/ibHOCTU WU CKNada OTBEeTCTBEHHOrNo XpaHeHwuA, U3
KOTOPOTo OCyLWecCTB/AETCA nepemelieHne N1eKapCTtBeHHOro npenapara;

I') agpec mecCta ocyuleCTBnieHUA LOeATE/IbHOCTU WU CKNada OTBETCTBEHHOINO XpaHeHMA, Kyada
OCyLlLecCTBNIAETCA nepemeLlieHne 1eKapCTBEHHOIO nNpenapara;

A) PEeKBU3WUTbl NEepPBUMYHOTO [OKYMEHTA, fB/AIOLLErocs OCHOBAaHMEM AN NepemMelleHus
JleKapcTBeHHOro npenapara (aata n Homep);

e) cepuiiHblii rnobanbHbIN UAEHTUPUKALMOHHBIA HOMEpP TOProBON eAMHULbI NEeKapCTBEHHOrO
npenapata WAM TPYNMnoBON KOZ TPynmnoBOli YNAaKOBKM, B KOTOPOW HaXoamMTCA 3TOT JIeKapCTBEHHbIN
npenapar (B ciy4ae nepemeLLeHMA rpynnoBoi YNakoBKU LeSIMKOM).

2. CybbeKT obpalieHuna NeKapCTBEHHbIX CPeACTB MpY nepedadve fieKapCTBEHHbIX NpenapaTtos
Apyromy cybbeKTy obpallleHns eKapCTBEHHbIX CPeACTB B PaMKax rpaKAaHCKO-NPaBOBbIX OTHOLEHWI B
cnyyae Bblbopa MPAMOro Mopsiaka NpeacTaB/ieHns CBEAEHUIN NpeacTaBaseT B CUCTEMY MOHWUTOPMHIA
cnepyolwyo MHGOPMALMIO 06 OTIPYXKEHHbIX JIEKAPCTBEHHbIX MpernapaTtax B OTHOWEHUM KarKaoM
TOProBOM eaMHULbI IeKapCTBEHHOTO NpenapaTa:

a) AaTa coBeplUeHns onepauuu;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CpeacTs, OCYLLECTBAAIOLLErO OTIPY3KY JIEKAPCTBEHHOMO Npenapara;

B) agpec MmecCTa ocyuectBneHna A[eATenNbHOCTN, U3 KOTOPOro OcCyuwecTtBnAeTca OTrpysKa
NEeKapCTBEHHOTIO nNpenaparta,

I') M,D,eHTVId)MKaLI,MOHHbIVI HOMEpP Hasoronaarte/ibuwmnKa Cy6'bEKTa 06pau.|,em/|ﬂ NEKapPCTBEHHbIX
cpencTs, OCyLeCcTBNAKOWETNoO NPUEeMKY JIEKAPCTBEHHOTO NpenaparTa;

A) agpec mecTa OCyLLLEeCTB/EHUS AeATeIbHOCTU, KyAa OCYLLeCTBAAETCA OTrPy3Ka NeKapCTBEHHOMO
npenapata (B C/Ay4ae OTIPY3KM He 3aPErucTpUpOBaHHOMY B CUCTEME MOHUTOPUHra CyObeKTy
06palleHna NeKapCcTBEHHbIX CPeACTB TakMe CBeAeHMA He YKa3biBatoTca);

€) naAeHTMOUKALMOHHbIN HOMEp HanoronaaTesblUMKa - OpraHa rocyAapCcTBeHHON BNacTu (B cayyae
OCYLLECTB/IEHNA Mepenayn NeKapCTBEHHOro npenapata B pamMKax rocyAapCTBEHHOrO JeKapCTBEHHOro
obecneueHus);

)K) PEKBU3NUTDLI TOCYAAPCTBEHHOIO KOHTPAKTA (B C/ly4ae ocyuwecTsneHnA nepenadn 1€eKapCrBeHHOro
npenaparta B paMKax rocyaapCrtBeHHOro 1eKapCcrBeHHoro 06eCI'Ie‘-IEHMFI);

3) UCTOYHMK PUHAHCMPOBAHUS;
1) TUN rPaKAaHCKO-NPaBOBbIX OTHOLEHMIA Cy6beKTOB 06paLLeHUA 1eKapCTBEHHbIX CPeACTs;

K) cepuiHblii rnobanbHblit MAEHTUOUKALMOHHBLIN HOMEP TOProBOW eAMHULLbI NeKapCTBEHHOro
npenapata WAM TPYNMNoBOM KOZ TPynrnoBOli YNAaKOBKM, B KOTOPOW HaXxoamuTCA 3TOT JIeKapCTBEHHbIN
npenapar (B ciyyae nepeaayun rpynnosoi yNakoBKU LLEJIMKOM);

N)  PEeKBM3UTblI MEPBMYHOTO OOKYMEHTa, fBAAIOLLErocA OCHOBaHWMeM A4  nepegayv
JleKapcTBEeHHOTo npenapaTa (aata u Homep);



M) CTOMMOCTb /N1IEKAPCTBEHHOIO npenapaTta (C y4€TOM Hasnora Ha ,D,O6aBJ'IeHHYIO CTOMMOCTb)
COrNnacCcHoO nepBnYHbIM AOKYMEHTAM;

H) cymma Hanora Ha A06aB/feHHyl0 CTOMMOCTb (B Cay4ae ecnu nepegaya fIeKapCTBEHHOro
npenaparta o6naraeTca TakMm Haao0rom).

3. CybbeKT obpalleHna NeKapCTBEHHbIX CPeACTB NPW NPUEMKE /IeKapCTBEHHbIX NpenapaTtos oOT
Apyroro cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB B PaMKax rParKAaHCKO-MPaBOBbIX OTHOLWEHWI B
cnyyae Bblbopa obpaTHOro nopsagKa npeacTaBNeHUsA CBeAEeHUA NPeacTaBAseT B CMCTEMY MOHUTOPUHTa
cneayolyo MHGOPMALMIO O MPUHATBLIX NEKAPCTBEHHbIX NPenapaTax B OTHOWEHMMU KaxKAoM eauHMLbI
NleKapcTBEHHOTO NpenapaTa:

a) AaTa coBeplUeHns onepauuu;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CpeacTs, OCYLLECTBAAIOLLErO MPUEMKY NEKAPCTBEHHOTO NpenapaTa;

B) agpec MecTa OCYLIeCTBAeHMA [AeATeNbHOCTM, B KOTOPOM OCYLLECTBASETCA MNpUeMKa
NleKapcTBEHHOTO Npenapara;

I') M,D,eHTVId)MKaLI,MOHHbIVI HOMEpP Hasoronaarte/ibwmKa CY6'bEKTa 06paLLI,EHVIFI NEKapPCTBEHHbIX
cpencTs, oCylecTtBMBLLUErO OTrpy3Ky JIEKAPCTBEHHOIO Npenapara;

A) agpec MmecTa OCywecTB/ieHUA [OeATeNbHOCTM, M3 KOTOpOoro 6blia OCyLecTBAeHa OTrpysKa
NleKapcTBeHHOTO Npenapara;

€) AeHTMOUKALMOHHbIN HOMep HanoronaaTesblLMKa - OpraHa rocyAapCcTBeHHON BNacTu (B ciyyae
OCYLLECTB/IEHNA Nepeaaydn NeKapCcTBEHHbIX NPenapaToB B pamKax rocyAapcTBEHHOro JeKapCTBEHHOro
obecneueHus);

) PEKBU3UTbI TOCYAaPCTBEHHOrO KOHTPaKTa (B C/ly4Yae OCyLWeCcTBAeHNA nepeaadn NekapcTBeHHbIX
npenapaToB B PamMKax roCcyapCTBEHHOrO IeKapCTBEHHOMO obecneyeHus);

3) UCTOYHMK PUHAHCMPOBAHUS;
M) TUN rPakAaHCKO-NPaBOBbLIX OTHOLEHWI Cy6beKTOB 0OPaLLEHUS IeKaPCTBEHHbIX CPEeACTS;

K) cepuiHblA rnobanbHblit MAEHTUOUKALMOHHBIN HOMEP TOProBOW eAMHULLbI eKapCTBEHHOro
npenapata WAM TPYNMNoBOM KOZ TpynmnoBOi YNAaKOBKM, B KOTOPOW HaXoamMTCA 3TOT JIeKapCTBEHHbIN
npenapar (B ciiy4ae nepeaayn rpynnosoi YyNakoBKU LLEJIMKOM);

N)  PEeKBM3UTbI MEPBMYHOTO OOKYMEHTa, fBAAIOWLIErocA OCHOBaHWEeM [AANA  nepegayu
JleKapcTBEHHOTO NpenapaTa (aata u Homep);

M) CTOMMOCTb /N1IEKAPCTBEHHOIO npenapaTta (C y4e€TOM Hanora Ha ,D,O6aBJ'IeHHYIO CTOMMOCTb)
COrnacHO nNepBnYHbIM OOKYMEHTAM;

H) cymma Hasnora Ha Ao06aB/leHHYH CTOMMOCTb (B C/y4ae eciu nepefaya JIeKapCTBEHHOro
npenapata o6naraeTca TakMm Haa0rom).

4, Cy6beKT 06pallleHNa eKapCTBEHHbIX CPeACTB NpW NOATBEPKAEHUN AOCTOBEPHOCTU CBEAEHWN,
coaeprKallmxca B CMCTEeME MOHWUTOPMHIA O NepeAaHHbIX MAW NPUHATbIX IeKapCTBEHHbIX npenaparax,
npeacTaBisieT B CUCTEMY MOHWUTOPMHIA CAeAyloLY0 MHOOPMALMIO B OTHOLIEHUU KaXKAOW TOProso
eAVHWLbI IeKapCTBEHHOTO Npenapara:

a) AaTa coBeplUeHns onepauuu;



6) MAEHTUOMKALMOHHBLIN HOMep HanoronaaTenblyKa CybbekTa obpalleHUs NeKapCTBEHHbIX
CPeACTB, OCYLLECTBAAIOLLErO Nepeaady JeKapCcTBeHHOro npenapara;

B) MAEHTUOMKAUMOHHLIA HOMEpP HajnoronaatenbliMka cybbekTa o6palleHMsa NeKapCTBEHHbIX
CPeACTB, OCYLLECTBAAIOLLENO MPUEMKY IeKapCcTBEHHOro nNpenapara;

r) cepuiiHbiii rnobanbHbli UAEHTUPUKALMOHHBIA HOMEpP TOProBOlM eAMHWULbl eKapCTBEHHOro
npenapata WAM TPYynmnoBON KOZ rpynmnoBoi YNaKOBKM, B KOTOPOW HaXoAmMTCA STOT JIEKAPCTBEHHbIN
npenapar (B ciyyae nepeaayuu rpynnosoi yNakoBKU LLEJIMKOM).

5. CybbeKT obpalleHna NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMIA KOHTpaKTHoe (noapsaHoe)
NPOM3BOACTBO JIEKAPCTBEHHbIX MPEenapaToB Ha Tepputopun Poccuiickon depepaumum, nNpu nepegade
NleKapcTBEHHbIX MPenapaToB (roToBOM MPOAYKLMM) y4acTHMKY 060pOTa JieKapCTBEHHbIX NMPenapaTos,
ABNAIOLWEMYCA 3aKa3YMKOM 3TOr0 KOHTPAKTHOrO (noAapAaHOro) NnponsBoAcTea, NPeACcTaBAfAeT B cUucTemy
MOHUTOPUHIra Cleaytolyo MHGOPMaLMIO O NepedaHHbIX SIeKapCTBEHHbIX MpenapaTtax B OTHOWEHWUK
Kak40M TOProBon eAnHULLbI IEKaPCTBEHHOTO Npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) MAEHTUOUKALMOHHBLIN HOMep HanoronaaTenbliyKa CybbekTa ob6palleHUs NeKapCTBEHHbIX
CpPeacTs, OCYLLECTBAAIOLLErO Nepesayy 1eKapCTBEHHOrO NPenapara;

B) agpec mMmecCta ocyuecrtsieHnA AOeATeNIbHOCTU, U3 KOTOPOro ocywecrBndetrca nepedada
NEeKapCTBEHHOTO nNpenaparta,

r) MAEHTUOUKALMOHHBIA HOMEpP Hanoroniatesbluka cybbekTa ob6palleHuUs SeKapCTBEHHbIX
CPeACTB, OCYLLECTBAAIOLLENO NPUEMKY IeKapCTBEHHOro Npenapara;

O) agpec MecTa OCYLIECTB/IEHUA [eATeNbHOCTM, B KOTOPOe OCyLIecTBAAeTcA nepeaada
JIeKapCcTBEHHOrO npenapara;

e) cepuiiHblii rnobanbHbIN UAEHTUPUKALMOHHBIA HOMEpP TOProBON eAMHULbI NEeKapCTBEHHOrO
npenapata WAM TPynmnoBON KOZ rpynmnoBoOi YNaKOBKM, B KOTOPOW HaXoAMTCA STOT JIEKAPCTBEHHbIN
npenapar (B ciyyae nepeaayn rpynnosoi yNakoBKU LLEJIMKOM);

)  PEKBU3UTbI MEPBMYHOTO  [AOKYMEHTA, ABAAIOWErocs OCHOBAaHMEM AJa  nepesaun
JleKapcTBEeHHOTro NpenapaTa (aata u Homep).

Mpwunoxkenmne N 7

K [TONI0XKEHUIO O CUCTEME MOHUTOPUHTA
ABUXKEHMA NeKapCTBEHHbIX NpenapaTos
ONA MeANLLMHCKOTO NPUMeEHeHUA

NEPEYEHb
NPUYUH BNIOKUPOBKU NPUHATUA CUCTEMOI MOHUTOPUHTA
ABUKEHUA NEKAPCTBEHHbIX NPEMAPATOB A1 MEOUUMUHCKOIO
NPUMEHEHWA CBEAEHWUIA O BBOAE B OBOPOT IEKAPCTBEHHbIX
NPENAPATOB A9 MEAULUUHCKOIo NPUMEHEHUA, Ob OBOPOTE
" (UNn) BbIBOAE U3 OBOPOTA JIEKAPCTBEHHbIX MPENAPATOB
Ana MEAUUNHCKOro NnPMMEHEHUA



Cn1COK U3MEHSAIOLWMX LOKYMEHTOB
(8 pea. MoctaHoBNeHUA MpaButensctea PP ot 30.08.2019 N 1118)

1. BbifABNEHME HECOOTBETCTBMA TPebOBaHUIM K KayectBy B pamKax Bbl6OPOYHOrO KOHTPOAA
KauecTBa /IeKapCTBEHHbIX CPeAcTB M deaepanbHoro Haasopa B chepe ob6palleHUA NeKapCTBEHHbIX
cpeAacTs, ocyuiecteasaemblx degepanbHoit cay6oi no Hagsopy B chepe 34paBOOXPaAHEHMA U ee
TeppPUTOPUANbHBIMM OpraHamu.

2. MpuHatne dPegepanbHOM cnybolh nNo Haa3opy B cdepe 34paBOOXPAHEHMA MO MTOram
paccmoTpeHus obpalleHus cybbekTa obpalleHns NeKapCTBEHHbIX CPeAcTB PELUEHMA, COAEPIKALLEero
cBefeHns 06 obHapyKeHUM HeCOOTBETCTBUA BbIMYLLEHHbIX B 0O60POT IEKAapPCTBEHHbIX NPEenapaToB ANA
MeANUNHCKOTO NPUMEHEHUA (Janee - NeKapcTBEHHble MpenapaTbl) YCTaHOBAEHHbIM MWHUCTEPCTBOM
34paBooxpaHeHna Poccuiickoih depepaumm MNpu  pernctpaumm 3TUX JIEKapCTBEHHbIX NpenapaTos
TpeboBaHUAM.

3. NpuHaTne MuHUCTEPCTBOM 34paBooXpaHeHna Poccuiicko Pepepaumn peleHma ob oTmeHe
rocyapCTBEHHON perncTpaumm JeKapCTBEHHOrO Mnpenapata B NOpAAKe, YCTAHOBAEHHOM MyHKTOM 6
cTaTbm 32 ®PepepanpHoro 3akoHa "0Ob6 obpalLeHNM NekapCcTBEHHbIX cpeacTs".

4, OTCyTCTBME B CUCTEME MOHUTOPMHIA ABUMKEHUA NEKapPCTBEHHbIX NpenapaTos (ganee - cucrema
MOHWTOPUHra) CcBeAeHWMIA O HaAMuMM  NIeKapCTBEHHOro npenapata y cybbekta obpalieHun
NeKapcTBEHHbIX CPeacTs, NpeAcTaBaAoWwero ceegeHms 06 060poTe 3TOro NeKapCcTBEHHOMO Npenapara.

5. WcTedyeHne cpoKa rogHOCTM JieKapCTBEHHOro npenapaTta B COOTBETCTBMU CO CBeEAEHUAMMU,
3aperncTtpnposaHHbiMmn B CUCTEME MOHUTOPUHTA.

6. HecooTBeTcTBME CBeAeHMI O NEeKapCTBEHHOM MpenapaTte, MNpPeAcTaBNeHHbIX CybbekTom
06paLleHna NeKapCcTBEHHbIX CPeACTB NPU ONUCAHUKU IEKAPCTBEHHOrO npenapaTta B MHGOPMALMOHHbI
pecypc, obecneymBaloWwmMin yyeT U XpaHEeHUe AOCTOBEPHbIX AAHHbIX O TOBApPaX MO COOTBETCTBYHOLLEN
TOBAPHOW HOMEHKNAType, CBeAEHMAM, MOJlYyYEHHbIM CUCTEMOM  MOHWMTOPUHIA U3  eauHOMn
rocyaapcTBeHHOM MHDOPMALMOHHOM cncTEMbI B chepe 34paBOOXPaHEHUS.

7. NpeacTaBneHne B CUCTEMY MOHUTOPWHIA CBEAEHMI O NPOAANKE NIeKapCTBEHHOro npenapaTa ¢
dbapmaueBTUYECKOro CKaaaa Npy OTBETCTBEHHOM XPaHeHUHU.

8. MNpeactaBneHne B CUCTEMY MOHUTOPWHra cBefeHnin o6 oTrpyske (Npoaarke) neKapcTBeHHOro
npenaparta 4o perucTpalmmn B Heil CBeAEHWUI 0 BBOAE B 060POT /leKapCTBEHHbIX NPenapaTtos.

9. MNpepacTtaBneHne B CUCTEMY MOHUTOPUHIA CBEAEHUI C HapylweHWem TpeboBaHui MonoxKeHUa o
CUCTEME MOHMUTOPWUHIA AOBWUXKEHWUA JIEKApPCTBEHHbIX MpenapaToB ANA MeAMUMHCKOrO MPUMEHEHUs,
YTBEPKAEHHOro nocraHosneHnem [pasutenbctBa Poccuiickon degepaumnmn ot 14 aekabpsa 2018 r. N
1556 "O6 yTBepxaeHUn MonoxKeHUs o0 CMCTEME MOHUTOPUHIA ABUMKEHUA SIEKapCTBEHHbIX NpenapaToB
AN MEeANLMHCKOTO NpuMeHeHuna".

10. OtcytcTBME B CMCTEME MOHUTOPUHra CBEAEHMM O Haanumm y cybbekta obpaleHus
NeKapCTBEHHbIX CPeACTB IMLEH3MIA, NPeaoCTaBAAIWNX CybbeKTy obpalleHmsa NeKapCTBEHHbIX CPeacTB
NpPaBo Ha OCyLLEeCTBAEHME COOTBETCTBYOWMX ONepaLmii.

11. OtcyTcTBUe cBeaeHMUI O 3aaBuTene B EAMHOM rocyaapCTBEHHOM peecTpe pUANYecKuUxX auL
KaK 0 AeMCTBYIOLLEM OPUAMYECKOM NNLLE, AW B EAMHOM rocyapCTBEHHOM peecTpe MHAMBUAYAbHbIX
npegnpvHMmartenein Kak O [AeilcTBylOWem  WHAMBUAYaAbHOM  npednpuHMmartene, WA B
rocyfapCTBEHHOM  peecTpe  aKKpeamuToBaHHbIX  GUAMANOB, NPeACTaBUTENbCTB  MHOCTPAHHbIX
IOPUAMYECKMX /ML, Kak O aelcTeylowem dunnane WA NpeacTaBUTENbCTBE  MHOCTPAHHOTO
IOPUANYECKOTO ML HA TeppuTopun Poccuiickoin ®eaepaunn.



12. Hannumne B EAMHOM rocyaapCTBEHHOM peecTpe IopuaUYecKux N1l B OTHOLIEHUU 3aAaBUTENs
3anmncM 0 HeJOCTOBEPHOCTU CBEMEHWUIN, BHECEHHOM B COOTBETCTBMU C MyHKTaMu 5 1 (Maun) 6 ctatbu 11
depepanbHoro 3akoHa "O rocyfapCTBEHHOM PErncTpauum pUANYECKUX AUL, U UHAUBUAYANbHbIX
npeanpuHumaTenein”.

13. Hanuuve oOCHOBaHMI ANA OTKa3a B PerucTpaumm CcBeAeHMW O HaHeceHuu cpeacTs
NaeHTUMOMKaUUKN, NPeaycMoTpPeHHbIX NyHKToM 9(3) MoNoXKeHUs o0 cucTemMe MOHMUTOPUHIA ABUMKEHUS
JIeKApCTBEHHbIX MpenapaToB 418 MeAMLMHCKOro MNPUMEHEHUA, YTBEPMKAEHHOrO MNOCTaHOBNEHUEM
MpaBuTenbctBa Poccuiickot ®egepaumm ot 14 gekabps 2018 r. N 1556 "06 yTBepaeHun MNonoxeHns
0 CUCTEME MOHUTOPUHTA ABUMKEHUA NIEKAPCTBEHHbIX MPEnapaToB A4 MeANLMHCKOrO NPUMeHeHNA" .

(n. 13 BBeaeH MNoctaHoBneHnem MpaButenbcTea PO ot 30.08.2019 N 1118)

14. MpuHatTMe MWHUCTEPCTBOM 34paBooXpaHeHuns Poccuiickon ®depepaummn  peleHua o
NPUOCTAHOB/IEHUWN NPUMEHEHWA NIEKAPCTBEHHOMO MpenapaTta B COOTBETCTBMM C 4aCTbio 7 CcTaTbu 64 u
cTaTbel 65 degepanbHoro 3akoHa "0O6 obpalleHnn NeKapcTBEHHbIX cpeacTs”.

(n. 14 sBeaeH MNoctaHoBneHnem MpaButenbcTea PO ot 30.08.2019 N 1118)




