[JokymeHT npegoctasneH KoHcynbTaHTlnoc

YT1BEepxaeHo
Ha 3acegaHum Pabouei rpynnbi
oT 2 oKTA6ps 2019 roga

PEKOMEHAALMM
ANA YYACTHUKOB SKCMEPUMEHTA NO MAPKWUPOBKE CPEACTBAMM
WAEHTUOUKALIMM U MOHUTOPUHTY 3A OBOPOTOM OTAE/IbHbIX BUA,0B
NEKAPCTBEHHbIX NPEMNAPATOB A1 MEAULUHCKOIO NPUMEHEHUA

1. O6wme nonoxxeHus

1.1. Hactoawme PekomeHgaumm pa3paboTaHbl B cooTBeTCcTBMU ¢ PepepasibHbiM 3aKOHOM OT 12
anpensa 2010 r. N 61-®3 "O6 obpalyeHUN NnekapCcTBEHHbIX cpeacTB”, nocTtaHoBAeHMeM [paBuTebCTBA
Poccuitckon ®epepaumnm ot 24 anueapa 2017 r. N 62 "O npoBeaeHUN SKCNEPUMEHTA MO MAPKUPOBKeE
KOHTPOJIbHbIMU (MAEHTUDUKALMOHHBIMK) 3HAaKaMW U MOHUTOPUHTY 33 0BOPOTOM OTAE/IbHbIX BMAOB
NIEKAPCTBEHHbIX MpenapaTtoB AAA  MeSUUMHCKOro npumeHeHua" (panee  COOTBETCTBEHHO -
MoctaHoBneHMe N 62, IKCNepuMEHT).

1.2. PekomeHgaumn  gna Y4aCTHUKOB 3KCI'IepMMEHTa no  MapKuposke cpeacrsamum
MAeHTMd)VIKaLI,VIVI N MOHUTOPUHTY 3a O60pOTON\ OTAENbHbIX BUAOB JIEKAPCTBEHHbLIX NpenapatoB A/1A
MeONUNHCKOTO nNpumMeHeHuA (,u,anee - PEKON\EH,CI,aLI,I/II/I) perynanpyrot OTHOWeEHUA, CBA3aHHbIE C
peanmaau,meﬁ 3KcnepmmeHTa, ocyLwecrBnaemoro B COoTBeTCcTeunn C MNocraHosneHnem N 62.

1.3. Mpu npoBeAeHUM IDKCMEPMMEHTA L0/IKHbl YYUTbIBATbCA LEAU M 33a[a4vn, onpeaesieHHble
MoctaHoBneHmnem N 62.

1.4. Hactoawmmu PekomeHaaumamm ycTaHaBIMBaOTCA:
- NpaBMa KogMpoBaHUA (CTPYKTYpa 1 cnocob popmmnpoBaHma Koga, opmar);

- TPEGOBaHMﬂ K cncrteme MOHUTOPUHTa AOBUXKEHUA JIEKAPCTBEHHbLIX nNpenapatoB AnA
MegnUnNHCKOro npuMeHeHuA,

- TpeboBaHMA K 060pyA0BaHMIO, UCNOb3YEMOMY A1 HAHECEHUA U CYUTLIBAHMSA KOA0B;
- NOPAAOK Nepeaayn n obmeHa MHGopmauuei;

- NopAgoK BBaMMOﬂ,EVICTBMﬂ CUCTEMbBI MOHUTOPUHTA OBUXKEHNA NEKAPCTBEHHbLIX NpenapaTtos AnA
MegnunHCKOro npuMmeHeHunAa ¢ MUMerwmmmncaA MHd)OpMaLI,MOHHbIMM pecypcamuy;

- NOpPAAOK noAdayn 3aABKM Ha y4acTue B 3KCI‘IepMMEHTe N npunaraembiX K Hel OOKYMEHTOB, a
TaKXe Thnosan d)opma 3aABKMH,

- NopAAOK perncTtpaunn Cy6'beKTOB O6paLLI,EHMﬂ NNEKaPCTBEHHbIX CPeACTB B CUCTEME MOHUTOPUHTA
ABUXEHUNA NeKaPCTBEHHbIX NpenapaTtosB 414 MeaNnUNHCKOro npuMmeHeHuA,;

- NopAgoK BHeceHWAa WHOOPMALMM B CUCTEMY MOHUTOPUHIA ABUMKEHUA NEKaPCTBEHHbIX
npenapaToB Aaa MeAMUMHCKOro MNpUMeHeHusa cybbekTamyn obpalleHMsa fIeKapCcTBEHHbIX CPeacTs,
BKlOYasA NepeyeHb npeaocTaBasemon MHGopmauum;

- NoOpPAAOK MOHUTOPWUHTA N OUEHKHN PE3YNbTATOB 3KCI'IepMMeHTa.

1.5. Ona uenei HactoalwmMX PeKomeHAaUMIA WCMONb3YIOTCA K/AlOYeBble MOHATMA, UMmeloLlme
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cneayolme TEpMUHOIOTMYECKME onpeaeeHns:

KoHcynbTaHTlAOC: NpumeyaHue.
Hymepauma noanyHKTOB faHa B COOTBETCTBUM C ODULMANBHBIM TEKCTOM A,0KYMEHTA.

1.6.1. ArpernpoBaHue - npouecc 06 beANHEHNS IEKAPCTBEHHbIX NpenapaToB A8 MeAULMHCKOro
npuMeHeHus (ganee - NeKapcTBEHHble npenapaTbl) Ha /lobom 3Tane obpaleHUa NeKapCcTBEHHbIX
npenapatoB Cy6bbeKToM obpalleHUss NeKapCTBEHHbIX CPEeACTB B TPETUUYHYIO (TPAHCMOPTHYIO) YNaKOBKY
JIeKapCTBEHHOrO MNpenapata C HaHeCeHMeM COOTBETCTBYIOWEro Koga WAEHTUPUKALMM TPAHCMOPTHOM
YNaKoBKM UM C COXpaHEeHMeM WHPoOpMaLMM B CUCTEME MOHUTOPUHIA O B3AMMOCBA3M CPEeACTB
MAEHTUOMKALMM KaXKAOrO BJIOKEHHOTO B TPETUYHYHO (TPaHCMOPTHYIO) YMaKOBKY JIeKapCTBEHHOIO
npenapata ¢ KogoM WAEeHTUPUKauMM  TPaHCMOPTHOM  YMAKOBKM  CO343aBaeMOM  TPETMYHOW
(TpaHCNoOpTHOIM) yNakoBKKW NeKapCTBEHHOrO Npenapara.

1.6.2. BBoa B 060pOT /IeKAPCTBEHHbIX NPENapPaToB:

a) npu npousBoAacTBE Ha TeppuTopun Poccuiickoli deaepauun - onepauuun, NPOU3BOAUMbIE C
NIeKapCTBEHHbIMM MpenapaTamu OT MPOXOXKAEHMS NPOWU3BOACTBEHHOM CTaguu ¢acoBKM (YNaKOBKM)
NIeKapCTBEHHbIX MPEnapaToB B MEPBUYHYIO YMAKOBKY JIeKapCTBEHHOro npenapaTta (B OTHOWEHUU
NIeKapCTBEHHbIX NpenapaToB, A/ KOTOPbIX He NPeAycMOTpeHa BTopuYyHasa (noTpebuTtenbckas) ynakoBKa
NIeKapCTBEHHOrO Npenapata) U BTOPUYHYIO (MOTPEbUTENbCKYIO) YNAaKOBKY JIeKapCTBEHHOro npenapata
[10 3aBepLUeHUA NPON3BOACTBEHHOM CTaAMM BbIMYCKAOLWEro KOHTPOA KayecTBa;

6) npwu npousBoacTBE BHe Tepputopum Poccuiickon ®depgepaummn (3@ UCKAOYEHMEM
NNeKapCTBEHHbIX NPenapaTos, BBO3MMbIX U3 TOCYAapCTB - 41eHOB EBPasniiCKOro SKOHOMMUYECKOro Coto3a)
- onepauuu, NPOU3BOAMMbIE C JIEKAPCTBEHHbIMW MpernapaTamu OT MPOXOXKAEHUS MPOU3BOACTBEHHOMN
CTaZMW BbINYCKAIOLWEro KOHTPO/IA A0 3aBepLleHMsA TaMOXKEeHHOMN npoueaypbl BbiNycKa A8 BHYTPEHHEro
noTpebaeHUs Npu BBO3e NEKAPCTBEHHbIX NpenapaTos B Poccuiickyto depepaumio;

B) Npu NpousBoAacTBE BHE Tepputopun Poccuitickolt deaepaumy B OTHOLWEHMM /IeKapCTBEHHbIX
npenapaToB, BBO3MMbIX M3 roCyZapcTB - YneHoB EBPasMiiCKOro 3KOHOMMYECKOrO COlo3a, - OonepaLuu,
Npou3BOAMMbIE C JIeKApPCTBEHHbIMW MpenapataMyv OT MNPOXOXKAEHWUSA MNPOWU3BOACTBEHHOW CTaguu
BbIMYCKAIOLLLEro KOHTPOA A0 PasMeLLeHNA IeKapcTBEHHbIX NpenapaToB Ha GapMal,eBTUYECKOM CKaage
nosyyatens Ha Tepputopumn Poccuiickoit dPepepaunmn M NPOXOXKAEHUA NpoLeayp MNOATBEPKAEHMS
COOTBETCTBUA IEKAPCTBEHHbIX NPENapaTos.

1.6.3. BrtopuuyHaa (noTpebuTenbckan) ynakoBKa JIEKAapCTBEHHOTO nNpenapaTta - YMNaKOBKa,
nocTynawouwan K noTpebutento U cayxKawasa A48 pasmeleHua egUHUYHOW MepBUYHOM YMNaKOBKM
NeKapCTBEHHOro npenapaTta WM 06beAMHAWAA HECKO/IbKO MEPBMYHbIX YMNAKOBOK NEKAPCTBEHHbIX
npenapaTos.

1.6.4. BbiBog 13 060poTa NIEKAapCTBEHHbIX MPENapaToB - peannsauma, npogaka U oTnyck (B Tom
yncne no peuenTty) JIEKApPCTBEHHbIX MpenapaTtoB noTpebuTento, nNpPUMeHeHWe, nepefadya Ha
YHUUYTOXKEHWE, yTpaTa M CNUCaHWE NIEeKapCTBEHHbIX MNpenapatoB, oTbop 06pasuoB, BbIBO3 paHee
BBE3eHHbIX B Poccuiickylo desepaumio NeKapcTBEHHbIX NpenapaToB (PeskcrnopT), a TakKe BblBO4, U3
obopoTa No UHbIM NpuYMHam. MepedyeHb NPUYKH NpuBeaeH B NyHKTe 14 npunoxeHuna N 2 K HacToAWMM
PekomeHpgauyam.

1.6.5. TnobanbHbI NAEHTUPUKALMOHHBIA HOoMep Toproson eaumHuubl (GTIN, Global Trade Item
Number) - yHUKanbHbIA Kog, NpUCBaMBaeMblit rpynmne ToBapoB Npu UX oNMCcaHUU B MHPOPMALLMOHHOM
pecypce, obecneymBatoLEM YYEeT U XpPaHEHUE AOCTOBEPHBIX AaHHbIX O TOBAapax MO COOTBETCTBYIOLWEN
TOBAPHOW HOMEHKATYpE.

1.6.6. [pynnoBo KoA4 - yHUKaNbHaA ANA KaXKA0M OTAENbHON TPETUYHON (TPaHCNOPTHOWM) YNaKOBKU



NIeKapCTBEHHOTO MpenapaTa KOMBUHaAUMA CMMBOJIOB, NPeACTaBAeHHaA B BUAE IMHENHOIO LWTPUXOBOFO
Koaa, PopmMMpyeMOro sSMMTEHTOM FPYMMOBbLIX KOAO0B B COOTBETCTBUM C XapPaKTEPUCTUKAMMU, CTPYKTYPOI U
dopmaTom, npeacraBaeHHbIMK B NpuaoxKeHun N 1 K HacToawmm PekomeHaaumam, KOTopble HAHOCATCA
Ha rPynnoBYyO YNaKOBKY JIEKAPCTBEHHOFO NpenapaTta MeTOA4OM 3TUKETUPOBAHMA MPU OCYLLECTBAEHUM
onepauuit arpermpoBaHus.

1.6.7. UgeHTnduKaTop NnpumeHeHua - npeduKc, npeacrasaaowmin cobon Habop us 2 nam 6onee
3HAKOB, PaCMNOJIOXKEHHbIV B Hayase 3N1eMeHTHOW CTPOKMU U OAHO3HAYHO onpenensAiowmii HasHaYeHme U
dopmat noss gaHHbIX, CAeayoLero 3a npedguKkcom.

1.6.8. UHaMBUAYaNbHBIN CepuitHbIA HoMep Toprosoin eanHuupl (S/N, Serial Number) - undpposas
AN ByKBEHHO-UMPPOBasA NOCNeA0BaTeIbHOCTb, COCTaB/IEHHAs B COOTBETCTBUM C npuaoxkeHnem N 1 K
HacToAWMM PeKomeHaaumam.

1.6.9. Ko, MapKMpPOBKK - YHUKaIbHAA NOCAe[0BaTeIbHOCTb CMMBO/I0B, COCTOALLAA M3 CEPUIMAHOTO
rno6anbHOro MAeHTUMGUKALMOHHOIO HoMepa TOProBoN eguMHMLbI U Koga NpoBepKku, popmunpyemasn ans
uenen wnaeHTUUKaUMM NepBUYHOW YMNaKOBKM (B OTHOLIEHUW JNEKAaPCTBEHHbIX NpenapatoB ANs
MEANUMHCKOTO NPUMEHEHUA, AN KOTOPbIX He MNpeaycMOTpeHa BTOPMYHAsA YMNaKoBKa) U BTOPUYHOM
(noTpebuTenbcKol) ynakoBKM IEKAPCTBEHHbIX NPEnapaTos 418 MegULMHCKOro NPUMEHEH S

1.6.10. Kog npoBepkKn - CMMBOJIbHaAA MNOC/neA0BaATE/IbHOCTb, MpeaocCTtaBaAeman OnepaTtopom
CNCTeéMbl MOHUTOPUHIa SMUTEHTaM CpencTs I/I,EI,EHTI/Id)I/IKaLI,I/IVI Cd)OpMVIpOBaHHaFI B COOTBETCTBMU C
TpeﬁoBaHMﬂMM M CcoCToALaA n3 I/I,EI,EHTVId)VIKaTOpa K/1lo4a NPOBEPKUN U 3HAYEHUA KOL4a NPOBEPKU.

1.6.11. JlekapCTBeHHble MpenapaTbl, MapKUPOBAHHbIE CpeacTBaMU  UAEHTUPUKAUMKM -
NleKapCTBEHHblE NpenapaTtbl, Ha KOTOpble HAHeCeHbl cpeacTBa MAeHTUMKaALMKU, U AOCTOBEPHblE
CBEAEHUA O KOTOPbIX B YCTAHOB/JIEHHOM MOpPAAKe nepefaHbl B CUCTEMY MOHUTOPWHra (B TOM 4yucne
CBEAEHUA O HaHEeCEHHbIX Ha HUX cpeacTBax MAeHTUUMKAUMM U (MAKM) MaTepuasbHbIX HOCUTENsX,
coaeprKalLmx cpencTea naeHTUbMKaumm).

1.6.12. MapKMpoBKa YMNAaKOBOK /NIEKApCTBEHHbIX MNpPenapaTtoB - HaHeceHWe CpeacTs
naeHTMOMKaLMM Ha BTOPUYHYIO (NOTPEBUTENbCKYHD) YNAKOBKY JIeKapCTBEHHOrO npenapaTta (a npu ee
OTCYTCTBMM - Ha MEPBMYHYIO YMAKOBKY JIEKAPCTBEHHOrO MpenapaTta), a TaKXe rpynnosbiX KOAOB HA
TPETUYHYIO (TPAHCMOPTHYO) YNAaKOBKY IEKAPCTBEHHbIX NPEMNAPATOB SMUTEHTOM FPYNMOBbIX KOAO0B.

1.6.13. O60pOT NEeKapPCTBEHHbIX NPENapaToB - NoJyYeHNe, XPaHeHWe, NepemeLleHne, 1 nepeaada
NIeKapCTBEHHbIX NPenapaToB MexKAy CybbeKkTammn obpalleHUs 1eKapcTBEHHbIX CPeacTs.

1.6.14. OnucaHMe NEKapCTBEHHOro npenapaTa - MNepeyYyeHb XapPaKTEPUCTMK, PasMeLLeHHbIX
cy6beKTOM 06palleHMsa NIeKapcTBEHHbIX CPeACTB B COOTBETCTBYHOLWEM MHGOOPMALMOHHOM pecypce,
obecneynBatoLLem yYeT M XpaHEHUE AOCTOBEPHbIX AaHHbIX O TOBapax MO COOTBETCTBYIOLLEN TOBAPHOM
HOMEHKNaType.

1.6.15. MepBMYHAA yNaKOBKa /IeKApCTBEHHOrO MnpenapaTta - CPEACTBO WM KOMMEKC CPeacTs,
obecrneynBalolLMX 3aWMUTY JIEKAPCTBEHHbIX MPEnapaToB OT MOBPEXAEHMA W MOTepb, BO34ENCTBUA
OKpY*KaloWwel cpepbl, 3arpA3HEHUA U UMEIOWMUX HEMNoCPeACTBEHHbIN KOHTAKT C NEeKapCTBEHHbIMM
npenapaTtamu.

1.6.16. Pernctpatop BbI6bITUA - NPOrpamMmHo-annapaTHoe WudpoBanbHoe (Kpuntorpaduyeckoe)
TeXHWYECKoe CpeacTBO, BK/lOYalowee B cebsa CpeacTBO NPOBEPKM KOAA MPOBEPKWU, B OTHOLIEHMM
KoToporo ®depepanbHoii cayxboit 6esonacHocTn Poccuitckoit degepauun BblAaH OOKYMEHT O ero
COOTBETCTBUM YCTaHOB/EHHbIM TpeboBaHMAM K LWKPPOBaNbHbIM (KpunTorpadpuyeckum) cpeacrsam
3alWMTbl MHPOPMALMKM, Ucnonb3lyemoe cybbeKkTammn obpalleHusa NeKapCcTBEHHbIX CPeACTB Ana obmeHa
MHPOPMaLMEN C CUCTEMON MOHUTOPMHTIA B YacT GOPMUPOBAHMA U Nepesayn B CUCTeEMY MOHUTOPUHIA
cBeAeHMI 0 BbIBOAE M3 060pOTa NEKAPCTBEHHbIX NPenapaTos.



1.6.17. CepuiiHbiiA rnobanbHbIN UAEHTUPUKALMOHHBLIA HOMep ToproBoi eauHuubl (SGTIN,
Serialised Global Trade Item Number) - yHMKanbHbI naoeHTUGUKATOP BTOPUYHON (NOTpebuTtenbckomn)
YMaKOBKM NIeKapCTBEHHOrO npenaparta (a npu ee OTCYTCTBUWM - NEPBUYHON YNAKOBKWU JIEKAPCTBEHHOTO
npenaparta), ¢opmupyemblit nytem p[obasnaeHUA K nobanbHOMY WAEHTUGUKAUMOHHOMY HOMeEpyY
TOProBOM eAMHWULbI UHANUBUAYANbHOIO CEPUMHOIO HOMEpPA TOProBOM eAnHULbI.

1.6.18. Cuctema MOHUTOPUHra - ¢eaepanbHaa rocygapcrBeHHas MHGOPMaLMOHHAA cuctema
MOHUTOPUHIA ABUMXKEHWUA NEeKapCTBEHHbIX MNpenapaTtoB Aad MeAUUMHCKOro MNpuUMeHeHnA OoT
npousBoauTeNna A0 KOHEYHOro noTpedbuTens C WUCNOAb30BAaHMEM B OTHOLWEHWUM JIEKAPCTBEHHbIX
npenapaToB CPeACTB MAeHTUPUKaUMK.

1.6.19. CpeactBo MAeHTUOMKALUKN - KOA, MAPKMPOBKM, MPEACTABNEHHbIN B MaLIMHOYMTAEMON
dopme MAM C MCNONb30BaHMEM WHONO cpeactsa (TeXHO/I0rMM) aBTOMATUYECKOW MAEHTUPUKaumu,
dbopMmupyemblA AN HAHECEHUS Ha BTOPUYHYI (MOTPEeBMTENbCKYH0) YMAKOBKY JIeKapCTBEHHOrO
npenaparta (B Npu ee OTCYTCTBUM - MEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOrO NpenapaTa) MeTogamu, He
OONYCKaOWMMU  OTAENEHUs CPeAcTBa  MAeHTUOMKauMM U (Man)  maTepuanbHbIX  HOCUTENEN,
copeprKallmx cpeacTsa naeHTUdMKaLmMm, oT yNakoBKM JIEKAPCTBEHHbIX NpenapaToB 6e3 noBperKaeHni.

1.6.20. Cyb6beKTbl 06palLeHns NeKapCTBEHHbIX CPeacTB - PUANYECKME MLA U UHAUBUAYA/IbHbIE
npeanpuHUMaTeNn, OCYLECTBASIOWLME NPOM3BOACTBO, XpaHeHWe, BBO3 B Poccuiickylo deaepaumio,
OTNYyCK, peannsaumnto, nepesavy, NPUMeHeHNE N YHUYTOKEHME SIEKAPCTBEHHbIX NPENapaTos.

1.6.21. TpeTuuHasA (TpaHCNOPTHasA) YNAaKOBKa JIeKapCTBEHHOIO NpenapaTa - rpynnoBas YNaKoBKa,
npeacrasasowan coboii obbegMHEHHbIE YMNAKOBKM JIEKAPCTBEHHOro mnpenaparta (nepsBuyHblie (B
OTHOLWEHMM JIeKapCTBEHHbIX MNpenapaTtoB AAA MeAMLMHCKOrO MPUMEHEHMUs, A/A KOTOPbIX He
npeaycMmoTpeHa BTOPWUYHAsA YMNaKOBKa), BTOPUYHbIE (NOTpebutenbcKMe), TPeTUYHble (TPaHCMOpPTHbIE)),
ncnosb3lyeman AA XpPaHeHWs, NepeBO3KM M MepemelleHUs JIeKapCTBEHHOro mnpenapata Mexay
cybbeKkTaMm 0bpaLLeHuns 1eKapCTBEHHbIX CPEACTB.

1.6.22. YCTpPOMCTBO perncrtpauum 3smMUCCUMM - MPOrpammMHo-annapaTHoe wudpoBasbHoe
(KpnTOrpaduyeckoe) TeXHUYECKOE CPEACTBO, BK/tOYatolee B ceba TeXHUYECKOEe CPeaCcTBO MPOBEPKU
Koga npoBepkn nnbo cooTseTCTBYOWEe TPeboBaHMAM K TEXHUYECKOMY CPeacTBY MPOBEPKM Koaa
NPOBEPKM, UCMOIb3YEMOE IMUTEHTOM CPEACTB UAEHTUDMKALMM ANA NONYYEHUA KOLOB MAPKMPOBKMU U
obmeHa WHpopmauMel € CUCTEMON MOHUTOPUHIA B YacTU MepefayM B CUCTEMY CBEAEHUM O
MapKUPOBKE BTOPUYHON (MOTPEOUTENbCKOWM) YMaKOBKM JIeKapCTBEHHOro npenapata (a npu ee
OTCYTCTBMM - MNEPBUMYHOM YMNAKOBKM JIEKAPCTBEHHOrO MpenapaTta) cpencTBamMuv UAEeHTUOMKauuKM, B
OTHOLWEeHMK KoToporo ®enepanbHon cny>boii 6esonacHocTn Poccuiickon deaepaumm BblaaH AOKYMEHT
0 ero COOTBETCTBUM YCTAaHOBAEHHbIM TPeBOBAHMAM K LWIMPPOBASIbHBIM (KpUNTOrpaduYecknm) cpeactTsam
3aWmnTbl MHGOPMaLMMK.

1.6.23. ®dacoBka (ynakoBKa) NeKapCTBEHHOro npenapaTa - MPOW3BOACTBEHHAA CTaawus,
npeaycmaTtpvBatlolwlas  MNOMELLEHME  NIeKAapCTBEHHOrO  Mpenapata B MEPBUYHYID  YNAKOBKY
NeKapCTBEHHOrO npenapata WAM BO BTOPWUYHYIO (NOTPeBUTENbCKYIO) YMAKOBKY NEKAapCTBEHHOrO
npenaparTa.

1.6.24. 3MWUTEHT TrpynnoBOro Koja - CybbeKT obpaleHna NeKapCTBEHHbIX CPeAcTs,
ocyuwiectsastowmii GopMMpoBaHME M HaHECEeHWe TpPynnoBOro Koda Ha TPEeTUYHY (TPaHCMOPTHYIO)
YMNaKOBKY JIeKapCTBEHHbIX MPenapaTos.

1.6.25. 3MUTEHT cpeacTB naeHTMdUKaummn:

a) npu NpPouM3BOACTBE JfieKapCTBEHHOro npenapaTta Ha TeppuTopuu Poccuiickoin Pegepauun -
NpoM3BOAUTE/b /IEKAPCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMM ¢acoBKy (ynakoBKy) NeKapCTBEHHOro
npenapaTta C HaHeceHMeM CpeacTB MAEHTUOMKAUMM Ha BTOpPUYHble (NOTPebuTenbckue) ynakoBKU
NeKapCcTBEHHOro npenapaTta (a NpM WX OTCYTCTBMM - Ha NEPBUYHbIE YMNAKOBKM NEKAPCTBEHHOrO



npenapara);

6) Npu NpPou3BOACTBE JIEKAPCTBEHHOrO MpenapaTta BHe TeppuTopumn Poccuiickoit deaepauumm -
AepKaTeNlb AN BRagenel, perucTpalMoHHOro yA0CTOBEPEeHUs NIeKapCTBEHHOrO npenaparta (ganee -
perncTpauyoHHoe yaoCcToBepeHue) UAn NpeacTaBUTeIbCTBO MHOCTPAHHOW OpraHM3aLUumn Ha TeppPUTOPUM
Poccuiickot  depepauuun, ABAAlowWenca  AeprKaTesiem  WAW  BAAAESbLEM  PermcTpauuoHHOro
YO0CTOBEPEHMUA.

KoHcynbTaHTlAOC: NpumeyaHue.
HymepaLma nyHKTOB faHa B COOTBETCTBUM C OPULMANbHBIM TEKCTOM AOKYMEHTa.

1.6. YyacTHMKamMn DKCnepumeHTa ABAAIOTCA:

KoHcynbTaHTMAOC: NprMeyaHme.
Hymepauma noanyHKTOB AaHa B COOTBETCTBUM C ODULLMAIbHBIM TEKCTOM A,0KYMEHTA.

1.7.1. YnonHomo4Y€eHHbIe OpraHbl FocyA4apCTBEHHOM BNACTU B COCTaBE:
- MuHUCTepCTBO 34paBooxpaHeHns Poccuiickon depepaunm (anee - MuHsgpas Poccum);

- MMHUWCTEPCTBO MPOMbILLIEHHOCTU U TOprosamn Poccuitckont Gegepaunn (aanee - MuHnpomropr
Poccun);

- depepanbHas cnyxkba no Hagsopy B chdepe 34paBooxpaHeHusa (aanee - PocsgpaBHagsop),
TeppuTopmasibHble opraHbl PocagpaBHaa30pa;

- PepepanbHan TamoXKeHHan ciyKba (ganee - dTC Poccum);

- PepepanbHan Hanorosas cny»ba (aanee - PHC Poccum);

- opraHbl ynpaBneHua 3gpaBooxpaHeHnem cybbekToB Poccuiickon ®epepaumm.
1.7.2. Cy6beKTbl 06palleHNs NEKAPCTBEHHbIX CPEACTB:

- POCCUICKME MNPOU3BOAUTENN JNIEKAPCTBEHHbLIX MpenapaTos, OcCywecTeasAowme ¢GacoBKy
(ynakoBKy) fieKapcTBEHHbIX NPENapaToB BO BTOPMYHYIO (NOTPEBUTENbCKYIO) YNAKOBKY /1I€KapCTBEHHOMO
npenapata (a Npu ee OTCYTCTBMM - B MEPBUYHYIO YNAKOBKY /I€KAapCTBEHHOro npenapaTta) u/uam
TPETUYHYIO YNaKOBKY MM NPON3BOACTBEHHYHO CTaAMIO BbIMYCKAIOLLErO KOHTPOIA KayecTBa;

- OpraHusauuMu, ABAAKOWMEcs  AeprKaTensmu  WAW - BRagenbuaMu  PerucTpauMOoHHbIX
YO0CTOBEPEHWNI IEKAPCTBEHHbIX MPENapaToB, MPOU3BOACTBO KOTOPbIX OCYLLECTBAAETCA BHE TEPPUTOPUN
Poccuiickonn ®dPepepaunum, npusHaBaemMble HaMOroBbIMK pe3naeHTamu Poccuiickon Pepepaunm,
MHAMBMAYa/bHbIE NPeanpUHUMaTENN;

- NHOCTPaHHble OpraHu3auuu, ABAAOWMECA AepKaTeNaMU UKW BNagenblamm PerucTpaLMoHHbIX
YO0CTOBEPEHWNI NNIEKAPCTBEHHbIX MPENapaToB, MPOMU3BOACTBO KOTOPbIX OCYLLECTB/IAETCA BHE TEPPUTOPUU
Poccuiickonnt ®epepaummn, He NpuUsHaBaeMble HANOroBbIMK pe3ngeHTamum Poccuinckon Pepepaumnm m He
MMeloLLIMe NpeacTaBUTeNbCTB Ha Tepputopun Poccuniickot Pepepaunu;

- NpeacTaBUTENbCTBA MHOCTPAHHbIX OpraHM3aL i, ABNAIOWMXCA AepXKaATeNAMMU UAN BAaLeNbLAMM
PEerucTPauMoHHbIX  YAOCTOBEPEHUI  /IeKApPCTBEHHbIX  MPenapatosB,  MNPOM3BOACTBO  KOTOPbIX
OCYLLEeCTBNAETCA BHe Tepputopun Poccuiickon depepaumu, He NpPU3HABAaeMbIX HaJ0roBbIMM
pesngeHtamm Poccuiickon ®depepaumu, 3aperucTpupoBaHHble B YCTaHOB/AEHHOM MopagKe B
rocyAapCTBEHHOM  peecTpe  aKKpeamuToBaHHbIX  GUAMAN0B, NPEeACTaBUTENbCTB  MHOCTPAHHbIX



topuaundecknx nnuy, PHC Poccuun (panee - npeactaBUTeNnbCTBO CybbeKTa obpalleHUs NeKapCcTBEHHbIX
cpeacTs Ha TeppuTopun Poccuiickon deaepaumm);

- OpraHu1sauunmn onToBOM TOPros/in NeKapCTBeHHbIMU NpenapaTamu;

- MNOCTaBWMKM  JIOTUCTUYECKUX  ycayr (B ciyyasx, MpPeayCMOTPEHHbIX — HACToAWMMMU
PekomeHaaumamm);

- OpraHu3aLmMM PO3HMYHOW TOProBAN JIEKAPCTBEHHbIMW NpenapaTamm (anTeyHble opraHusaummn) u
UHAMBUAYANbHbIE NPEANPUHMMATENM, OCYLLECTBAAIOWME PO3HUYHYIO TOProOB/KO JIEKAPCTBEHHbIMM
npenapartamu;

- MEeAMUMHCKME OpraHuMsaumMmM W WHAMBUAYaNbHble MpeanpuHMMATENM, OCYLIEeCTBAAIOLME
MeAMUMHCKYIO AeATeNIbHOCTb.

1.7.3. ObwectBO C OrpaHMYEHHON OTBETCTBEHHOCTbO "OnepaTtop-LPMNT" - onepatop cuctembl
MOHWUTOpPUHIa, obecneunBaloWmii NPOEKTUPOBAHNE, Pa3PabOTKy, pPa3BUTUE, SKCMAyaTauuio CUCTEMBbI
MOHUTOPUHIA U TEXHUYECKYIO NOAAEPKKY YHAaCTHMKOB DKCNepuMeHTa, 3aperncTpMpoBaHHbIX B cMcTeme
MOHWUTOPUHTA, OCYLLECTBAAOWMI MHPOPMaLMOHHOE obecnedyeHne NpoBeaeHNs DKCNepUMeHTa.

KoHcynbTaHTlAOC: NpUMeYaHue.
Hymepauma nyHKTOB faHa B COOTBETCTBUM C OPULMANbHBIM TEKCTOM AOKYMEHTa.

1.7. YYaCTHMKM IKCMEPUMEHTA CO CTOPOHbI CYyObEKTOB 0bpalleHus JIeKapCTBEHHbIX CPeacTB
onpeaensaTca Ha OCHOBAHWM A06POBO/IbHOM PErucTpaLMn B CUCTEME MOHUTOPMHTA, OCYLLLECTBAAEMO
B COOTBETCTBMM C PasfesioM 7 HacToAWMUX PekomeHaaumi.

2. NMpaBsuna KoguposaHua (CTPYKTypa Koaa, cnocob
dopmuposaHusa, popmar)

2.1. CTpykTypa Kopa, cnocob d¢opmupoBaHmna uM ¢GopmaT Koda ANA KOOAMPOBAHWUA CpeacTs
naeHTMdMKauMm BTOPUYHOW (NOTPebuTeNbCKoM) YMaKOBKM NeKapCTBEHHOro npenapata (a npu ee
OTCYTCTBMM - MEPBUYHOM YNAKOBKM NIEKAPCTBEHHOIO NpenapaTa) U TPETUYHOW (TPAHCNOPTHOM) YNaKOBKM
NleKapCTBEHHOro npenapaTta 408 MAPKUPOBKM B pPamMKax IJKCNepMMeHTa [OJIXKHbl COOTBETCTBOBATb
XapaKTepPUCTMKAM, CTPYKType W ¢dopmaTy, OnMuUcaHHbIM B npuaokeHnn N 1 K HacToAWMM
PekomeHpauuam.

2.2. Bce Heobxogumble [AaHHble AAA KOOMPOBAHWA CPeACTB MAeHTUOUKAUUKM BTOPUYHOW
(noTpebuTenbcKol) yNakoBKM NeKapCTBEHHOTO Npenapara (a Npu ee OTCYTCTBUM - MePBUYHOMN YNaKOBKK
NeKapCTBEHHOro npenaparta) reHepupytoTca (GopmupyoTca) SMUTEHTOM CPeAaCTB UAEHTUPUKALUKN B
NpoLecce OCYLWECTBNEHMUA UM MPOU3BOACTBEHHbIX OMNepaLMii U onepaTopoM CUCTEMbl MOHWUTOPUHTIA B
COOTBETCTBUM C TPeboBaHMAMM, NPeAYyCMOTPEHHbIMM NyHKTaMu 1 - 6 npunoxeHna N 1 K HacToAwmMm
PekomeHgauuam. Jliobble ApyrMe AOOMNOAHWUTENbHblE MeToAbl M CNocobbl  3aWMTbl  YNAaKOBOK
NeKapCTBEHHbIX NPENApaToB He ABAAOTCA 06A3aTeNbHbIMKU B pamKax DKCMepMMeHTa M OCTaloTCA Ha
YCMOTPEHWE 3MUTEHTA CPEACTB MAEHTUDUKALMMN.

2.3. CTpyKTypa MHbOpMaLMK, coaeprKaLlieinca B cpeacTse MAEHTUOUKALMM, NPUBEAEHA B NYHKTe 3
npunoxkeHuns N 1 K HacToAwMM PekomeHaaumam.

2.4. Bce Heobxoaumble paHHble anA  GOPMUMPOBAHMA  TPYMMOBbIX KOAOB TPETUYHOM
(TPaHCNOPTHOM) YNaKOBKM TeHEepPUPYIOTCA M HAHOCATCA HA TPETUMYHYIO (TPAHCMOPTHYIO) YMaKoBKY
NIeKapCTBEHHOro npenapaTa 3MWUTEHTAMW [PYNMNOBOr0 Kofga B COOTBETCTBMM C TpebOoBaHUAMM,
npeaycmoTpeHHbIMU NyHKTOM 11 npunoxeHua N 1 K HacToAawmm PekomeHgaumam.



3. Tpe60oBaHUA K cUCTEME MOHUTOPUHTA

3.1. B uenax JKcnepuMeHTa ANA OTCAEXMBAHMA LOBUMXKEHMA JIeKAapCTBEHHbIX MNpenapaTtos OT
npoussoauTena 40 KOHEYHOro notpebutena ¢ nogaepX Ko GyHKUMIA rocyfapcTBEHHOFO KOHTPOAA U
Hap3opa B cdepe obpalleHUA NEKAPCTBEHHbIX NpenapatoB M GapmaueBTUYECKON AeATeNbHOCTU
MCNO/b3yeTca CUCTEMA MOHUTOPUHTA, co34aBaemMas B Lensax peannsaummn ®epepasbHOro 3akoHa ot 12
anpens 2010 r. N 61-93 "Ob6 obpalleHMnN eKapCTBEHHbIX cpeacTs".

3.2. Co3gaHue, pasBUTUE W IKCMNYyaTaLMA CUCTEMbI MOHUTOPWMHIA OCYLLLECTBAKOTCA Ha OCHOBE:

- obecneyeHnss MOMHOTbI, AOCTOBEPHOCTU, COXPAHHOCTU MPUHMMAEMON W NepenaBaeMon ¢
MCMO/Ib30BAaHMEM  CUCTEMbI  MOHMTOPUHra  MHOOPMALMM, a TaKKe CBOEBPEMEHHOCTU ee
npeaocTaBAeHus;

- 6€3B03ME34HOCTUN NPeaoCTaBieHMsA NPON3BOAMUTENAM JIEKAPCTBEHHbIX CPEACTB CoAep Kallleinca B
cncreme MOHUTOPUHIa VIHCbOpMaLI,VIM 0 Cepmax U NapTnAxX NeKapCTtBeHHbIX NpenapaTtos, NPOU3BOANMbIX
UMM N HaXOL4ALLMXCA B rpaxaaHcKom obopoTe B Poccuiickon depepauymu;

- €4NHCTBa OPraHM3ayMOHHO-METOA4NYECKOTO obecneyeHuUs cucTembl MOHUTOPWUHTa;

- obecneyeHnn eauHbIX PEECTPOB, KAACCUPUKATOPOB U CMPABOYHUKOB CUCTEMbI MOHUTOPUHTA, B
TOM uucne ob6A3aTeNbHbIX A1A NPUMEHEHUA B MHOOPMALMOHHbLIX CUCTEMAX HPUANYECKUX UL, U
WHAMBUAYANbHbIX NPeAnpUHUMATENEN, YKa3aHHbIX B YacTax 7 u 10 ctatbn 67 deaepanbHOro 3aKoHa
"06 obpalleHnn nekapcTBEHHbIX cpeacTB" (OCHOBHbIE 3HAYEHUA KIOYEBBIX K1AacCUPUKATOPOB CUCTEMBI
MOHMWTOPMHTa onNucaHbl B NpuaoxkeHun N 2 K HacToAwum PekomeHaaumsam);

- obecneyeHnn pernameHTMPOBAHHONO AOCTYNa K CUCTEME MOHUTOPUHTa.
3.3. NMpUHUMNbI GYHKUMOHMPOBAHUSA CUCTEMbI MOHUTOPUHTA:

- VI,D,eHTMCbVIKaLI,VIﬂ NEKaApPCTBEHHbIX NpenapatoB B CUCTEME MOHUTOPUHIA NpPoun3BoaAUTCA Ha
OCHOBaHWUN cele‘/'lelx rnobanbHbIX M,D,eHTMd)MKaLI,MOHHbIX HOMepOoB TOpFOBOVI eanHnLUbl;

- MOMHaA MNPOCNEXMBAEMOCTb ABMXKEHMS  YMaKOBKM  JIEKAPCTBEHHOro npenapaTta oT
npovsBoguTeNa [0 KOHeYyHoro noTpebutens obecneymBaeTca 3a CYET BHECEHMA B CUCTEMY
MOHMUTOPMHIa cooTBeTCTBylOWEN MHPopMauuM B Gopme 3NEKTPOHHBIX AOKYMEHTOB, MOAMUCAHHbIX
NPOCTON 3/1eKTPOHHON NogNUCbIo (34eCkb M Aanee - NPOCTas 3NEKTPOHHAA NOANUCL NPUMEHMMA TO/bKO
AN MHOCTPAHHbIX OPraHusaumin) UM YCUNEHHON KBAaNUMPUUMPOBAHHOM 3/1EKTPOHHOW MoANuchio,
nepefaBaemMblX cybbeKkTamu 06palleHMsa NEeKAPCTBEHHbIX CPEACTB B CBA3WU C U3MEHEHUAMM COCTOSHUA
WM/VAN MecTOMNOoNOXKEHWUA /IEKAPCTBEHHOro npenapaTta Ha MPOTAXEHUMM BCEro KM3HEHHOro LMKAA
NNeKapCTBEHHOro Npenapara;

- MHGOpPMaUMA O NepemeLLEHMN NIeKapCTBEHHOro NpenapaTta oT O4HOro cybbekTa obpaleHus K
Apyromy 0XKHa 6bITb aKL,ENToBaHa B YyCTaHOBNEHHOM MOpAAKe.

3.4. CucTeMa MOHUTOPMHIa A0/MKHa obecrneynBaTb XpaHeHWe BCexX 3anucelt TpaH3aKuui B base
[AaHHbIX, PErUCTPUPYEMbIX B MUHOOPMALIMOHHOM CUCTEME B paMKax IKCNepUMeEHTa.

3.5. KoadpdumumeHT AOCTYMHOCTU CUCTEMbI MOHWUTOPUHIA CcOocTaBaseT He meHee 99,5% 6e3 yyeTa
3aMn/1aHMPOBaHHbIX NEPUOLOB OB6CNYKMBAHMUA.

TexHUYecKoe 06CNYXKMBAHME CUCTEMbI MOHUTOPUHIA NPOBOAMUTCA He Yale 4 pas B rod, nepuog,
ob6cnyKuneBaHma coctaBnseT He 6onee 24 yacos.

3.6. B cucrteme MOHUTOPUHTaA Mpw pa3pa60TKe 1N pa3BuUTUMN ee KOMMNOHEHTOB B obasaTenbsHOM
nopAaKe OoCyLLeCTBNAeTCA aBTOMaTU3aumna HMXeykasaHHbIX d)YH KLI,MI\;IZ
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- perucTpaLmm y4acTHMKOB IKCNEPUMEHTA B CUCTEME MOHUTOPUHTA, CO34AHUA NYHbBIX KabMHETOB
W PErncTpaLLmnmn cBegeHN 0 NeKAPCTBEHHbIX NpenapaTax;

- MONlYYEHUs U PerucTpaumm CBeAeHnin o AeNCTBUAX, BbINOJHAEMbIX B paMKax NpoLLeccos BBoAa
JIeKapCTBEHHbIX MpenapaToB B 060pPOT, 060pOTa /NEKapCTBEHHbIX MpPenapaToB Ha TeppuUTopuu
Poccuiickoit ®egepaumm n BbiBoga U3 060poTa NEKAPCTBEHHbIX MPENAPaTOB;

- OCYLLECTB/IEHNA OBLLECTBEHHOIO KOHTPO/IA 32 06OPOTOM /IeKapCTBEHHbIX MPenapaTos;

- BGNIOKMPOBAHUA BO3MOXHOCTM perucTpaumm CBeAEHWM O peanusaummn  NIeKapCcTBEHHbIX
NnpenapaTtoB C UCTEKWMMMU CPOKaMU rogHocTH, 06 obopoTe danbCuPpULMPOBaHHbBIX, KOHTPADAKTHbIX U
Hen06poKayeCcTBEHHbIX 1EKAPCTBEHHbIX NPENapaTos;

- KOHTPO/IA 1 ONEpPaTUBHOrO BbIAB/AEHMA BO3MOMHbIX HapyLIEHWUIA NPU PerncTpaumm cBeaeHnin B
cMcTeMe MOHUTOPUHIa cybbekTamm 06 palleHna NeKapCTBEHHbIX CPeACTB;

- obecneyeHns WHOOPMALMOHHO-aHAIUTUYECKON MNOAAEPHKKM AeATeNbHOCTU deaepanbHbixX
OpraHoB WCMNOAHWUTENbHOM BNacTu B chepe obpaleHUa NeKapCTBEHHbIX NPenapaToB U MOHUTOPUHIA
[ABWXKEHUSA 1eKapCTBEHHbIX NPenapaTos.

3.7. OCHOBHbIMW MWCTOYHWUKaMM MHd)OpMaLI,MI/I, co,u,epmau.l,eﬁcsl B cCcucreme MOHUTOPUHIa,
ABNAKOTCA:

- cybbeKTbl 06palLeHNA NeKaPCTBEHHbIX CPEeACTB;

- depepanbHble opraHbl UCMONHUTENbHOW BAACTU MPU OCYLLECTBJAEHUU UMM CBOUX QYHKUUIA C
NCMO/Ib30BaHWEM rOCYAapPCTBEHHbIX MHGOPMALLMOHHbLIX CUCTEM.

4. Tpe6oBaHUA K 060pyA0BaHUIO, UCMO/Ib3YyEMOMY A1 HAHECEHUA
M CYUTBLIBAHUA KOA0B

4.1. ObopypoBaHue, UCNOAb3yeMoe A/1A HAHECEHUA U CYMTbIBAHUA KOL0B, A0/IKHO 0becneymBaTtb
BbIMO/IHEHNE TpPebOoBaHW K KayecTBy HaHeceHUs CPeacTB  MAEHTUPUMKAUMM Ha  BTOPUYHYIO
(noTpebuTenbCKyto) YNaKoBKY EKAPCTBEHHbIX NPEnapaTos (a Npy ee OTCYTCTBUM - MEPBUYHYIO YNAKOBKY
NNeKapCTBEHHbIX NPenapaToB), ONUCaHHbIX B NpuaoxeHnn N 1 K HacToAWwmMm PekomeHaaumsam.

5. MopAagok nepegaum n obmeHa Hpopmauueit

5.1. CBegeHusA, nepegaBaemble B CUCTEMY MOHMUTOPWHra, GOPMUPYIOTCA U NPeACTaBAAIOTCA B
bopme 3INEKTPOHHBIX AOKYMEHTOB, MOAMMUCAHHbLIX YCUIEHHOW KBaMULMPOBAHHOM 3/N1EKTPOHHOM
NOAMMUCLIO, 32 UCKAOYEHUEM CNYYaEB, NPeAYyCMOTPEHHbIX ab3aLamm 3 - 6 HACTOALLLEro NyHKTa.

He nognucbiBatoTcA YCUAEHHOM KBanMPULMPOBAHHOM 3NEKTPOHHOM NO4NUCHIO:

CBEAEHMA O PO3HMYHOM MpPOAAXKE JIEKAPCTBEHHbLIX MpenapaToB, nepegaBaemble CybbeKTamu
obpalleHna NeKapCTBEHHbIX CPEACTB B 3/NEKTPOHHOW Gopme B cocTaBe (UCKa/bHbIX AOKYMEHTOB B
COOTBETCTBMM C 3aKOHOZATENbCTBOM Poccuitickoit Pepepaumm 0 NPUMEHEHUN KOHTPOJIbHO-KacCOBOM
TEXHUKMY;

cBeAeHMA O BbiBoge M3 060poTa /JIeKAapCTBEHHbIX MpenapaTtoB, nepegaBaemble CybbeKTamu
0b6palleHna NEeKapCTBEHHbIX CPEeACTB B 3/EKTPOHHOW ¢dopme C MCNOMb30BaHWEM PerncTpaTtopos
BbI6bITMA N KOHTPO/IbHO-KAaCCOBOMN TEXHUKM;

cBefeHuA, nepegaBaemble cybbeKTamu 06palleHUA IeKapCTBEHHbIX CPEACTB B 3/1EKTPOHHOM
dopme C UCNoNb30BaHNEM YCTPOWMCTB PErMcTpaLmMm 3MUCCUK;



CcBeAeHusi, nepedaBaemble B COOTBETCTBUMM C HacToAWMMM PeKomeHpaumamum cybbeKkTamu
obpalleHns  NIeKapCTBEHHbIX CPeACTB, He ABAAWMMMUCA  OpraHM3auMamu, MpPU3HaABaeMbIMU
HanorosbIMu pesngeHtTammn Poccuinickon degepaumn.

5.2. PaspabatbiBaembie WMHPOPMALMOHHbLIE 3/EKTPOHHbIE CEPBUCHI, AOKHbI 0obecneynBaTtb
BbINONHEHWE cneayowmx GyHKLUMIA:

- NoJlyYyeHMe AOKYMEHTOB, MepefaBaeMblX B CUCTEMY MOHUTOPUHra cybbeKkTamu obpalleHus
NIEKAPCTBEHHbIX  CPeACTB, MOAMUCAHHBIX MPOCTOM  3NEKTPOHHOM MOAMUCBID  WAW  YCUIEHHOM
KBanMUUMPOBAHHOW 3NEKTPOHHOM NOAMNUCHIO;

- nony4yeHue cybbekTamn obpalLeHUa SeKapCTBEHHbIX CPeaCcTB OTBETOB Ha HamnpaB/eHHble MMM
paHee fOKYMEHTbI;

- nosyyeHwe cybbeKkTamu obpalleHUs yBeAOM/IEHWI O HanpaBAEHHbIX WX KOHTpareHTamwu
OOKyMeHToB 06 060poTe NeKaPCTBEHHbIX NPenapaTos;

- COXpaHeHWe COAEPKMMOro HanpaBaAeMbIX AOKYMEHTOB W NOy4aeMbiX OTBETOB Ha HUX, @ TaKKe
MHPOPMaLMKN O ¢aKTax HanpaBAeHUA LOKYMEHTOB (HOMep AOKYMEHTa, AaTa W Bpems OTMPaBKW,
MHPopmaLms 06 ynosHOMOYEHHOM JiMLe, NMOAMMCABILUEM M HanpaBMBLUEM AOKYMEHT, AaTa M Bpems
noJlyyeHus oTeeTa).

5.3. ABTOpM3auua cybbeKkToB 0bpalLeHNA NeKapCTBEHHbIX CPEACTB - OpraHM3aumii, NPU3HaBaembIxX
HanoroBbiMM pe3ngeHTamm Poccuiickot depepaumn, WHOMBUAYANbHLIX NpeanpuHUmaTenein wu
NpeAacTaBUTENbCTB CYOBEKTOB 0OOpaLLEHUs JIEeKApCTBEHHbIX CPeAcTB Ha TeppuTopumn Poccuiickoi
depepaumMm B CMCTEME  MOHWMTOPWMHIA  OCYLLECTBAAETCS  MOCPeaCcTBOM  WMCMOJIb30BAHMUA
KBaMOUUMPOBAHHOrO  cepTudMKaTa KAYa  MPOBEPKM  3/IEKTPOHHOM  noanucn  (ganee -
KBanudUUMpPOBaHHbIN cepTUdUKaT).

5.4. ABTOpu3auma cybbeKToB 0bpalLeHNA NEeKAPCTBEHHbIX CPEACTB - MHOCTPAHHbIX OpraH13auni,
ABNAOWMXCA AeprKaTensaMm Uav BnageblaMm perncTpaumoHHOro ya0CTOBEPEHUA, He NPU3HABAaEMbIX
HaN0roBbIMM pesngeHTamn Poccuiickolit Pegepaumm U He MMEIOLWMX NPEeACTaBUTENLCTB Ha TEPPUTOPUN
Poccuiickoin depepaumm, B CUCTEME MOHMTOPWUHIA OCYLLECTBAAETCA MNOCPEACTBOM WMCNOJ/b30BaHMUA
NPOCTOM 31EKTPOHHOMN Noanucu.

5.5. Nepepaya cBegeHUit B CUCTEMY MOHUTOPUHIA OCYLLECTBAAETCA NOCPenCTBOM HanpaB/ieHus
dainos popmaTta, cornacoaHHoro ¢ MuHsgpaBom Poccum M pasmelleHHOro onepaTtopom CUCTEMbI
MOHMUTOPUHIA B MHGOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "UHTepHeT" Ha ero oduumanbHOM
caunTe.

B pamKkax pasBUTMA CUCTEMbl MOHWUTOPMHIA OMepaTtopom CUCTEMbl MOHUTOPUHIA MOXKeT
OCyLlecTBnATbCA BHeECeHUe U3MEHEHUN B nopAaoK npeaocraBaeHUA MH(I)OpMaLI,MM n d)OpMaTbI
MHd)OpMaLI,MOHHOI'O B3aMMO,ﬂ,eﬁCTBMﬂ c cuctemom MOHUTOPWHTA.

AKTyanbHbI NOPAAOK NpeaocTaBneHns MHGopMaunm cybbekTamu ob6palleHUsA NeKapCTBEHHbIX
CPeAacTB onpeaensieTca AOKYMEHTOM, ONUCLIBAIOLWMM NpaBMaa U COCTaB CBEAEHWI, NPeaoCTaBAfAEeMbIX
YYaCTHMKaMM DKCNepuMmeHTa B  CUCTEMY MOHMUTOPWMHra, - [lacnoptamn 6U3HeC-NpoLEeccos,
aBTOMAaTU3MPOBAHHbIX B CUCTEME MOHUTOPUHTa (ganee - MacnopTta 6M3HeC-NPoL,ECccoB), COFNAacoBaHHbIM
c Poc3gpaBHaA30pom M pasmMelleHHbIM OnepaTopomM CUCTEMbI MOHWTOPWUHIA B MHGPOPMALMOHHO-
TeNeKOMMYHUKALUWOHHOWM ceTh "UHTepHeT" Ha ero opuumnanbHOM caliTe.

YBegomneHve cybbeKToB 06palleHUA NEeKapCTBEHHbIX CPEACTB O BHECEHWMM WM3MEHEHUI B
NnopsAAOK NpeaocTaBaeHna MHbopmaLmmn 1 popmatbl MHGOPMALMOHHOTNO B3aMMOAENCTBUA C CUCTEMOM
MOHWTOPMHIA OCYLLECTBAAETCA ONepaTopoM CUCTEMbI MOHMTOPMHIA MNOCPEACTBOM PasMeLLeHun
aKTyanbHoW Bepcum Macnoptos 6M3Hec-NpoLeccos M ¢opmaToB MHGOPMALLMOHHOTO B3aMMOAENCTBUA B
MHPOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTn "MHTepHeT" Ha ero oduuManbHOM caiTe, a TaKxke



OCYLLECTBNEHUA PACCHIIKM YH4ACTHMKAM IKCNEePUMEHTA, 3apPerncTPMpPoBaHHbIM B CUCTEME MOHUTOPUHTA,
C MCNONb30BaHMEM 3/IEKTPOHHOM MOYTbl, HE MeHee Yem 3a 14 KaneHAApPHbIX AHEW A0 BbiXxOAa HOBOM
BEPCUM CUCTEMblI MOHWUTOPMHIA (B COOTBETCTBMM C PErnamMeHTOM OOHOBIEHMA BEPCUI CUCTEMDI
MOHUTOPWHIA, pPasMELLEHHbIM HA odUUMANbHOM CcailTe onepaTopa CUCTEMbI MOHWUTOPUHIA B
MHPOPMALMOHHO-TENNIEKOMMYHUKALNOHHOM ceTn "UHTepHeT").

5.6. B pamKax JKcnepumeHTa CBEAEHMA O COBEPLUEHMM COOTBETCTBYIOLWLMX OMepauuii AO0/KHbI
6bITb 3apPErucTpMpoBaHbl B CUCTEME MOHUTOPUHIA cybbekTamu obpallleHUA eKapCcTBEHHbIX CPeacTB B
COOTBETCTBUM C pa3aeiom 7 HacToAwmx PekomeHaauni.

5.7. [aTtoli npenoctaBieHMA CBEAEHUA B CUCTEMY MOHWTOPUHIa CYUTAETCA AaTa, YKasaHHaa B
KBUTAHLMKN O npueme cBeaeHuin, bopmupyemon npu mx GuUKcaumm B cucTeme MOHUTOPUHIA B popme
3N1eKTPOHHOIO AOKYMEHTA.

5.8. MNpepocraBieHne cBeAeHU B CUCTEMY MOHUTOPUHIA CyObeKTOM 06paLLeHMA IeKapCTBEHHDIX
CPeacTs  MNpW  OCYLLEeCTBJIEHUMM oOnepaumMii €  JIeKAPCTBEHHbIM  MperapaToM  OCYLLEeCTBAAETCA
nocaef0BaTe/lbHO, 3a UCKIIOYEHWEM C/Ty4aeB, NPeayCMOTPEHHbIX HacToAWMMM PekomeHaaumamm npwm
npumeHeHnn obpaTHOro nopagKa npenocTaBneHus ceefdeHwit. Mpu aTom cBeaeHWs 06 ouyepeaHo
onepauuu C NEKApCTBEHHbIM MpPenapaTom nepeaaloTcs Nnocae nosyvyeHus cybbekTamu obpalieHus
JIeKapCTBEHHbIX CPEACTB NOATBEPKAEHMA 06 ycnewHol 06paboTke CUCTEMO MOHUTOPUHIA CBEAEHUM
0 nNpeablayLieit onepaumm ¢ IeKapCTBEHHbIM NMpPenapaTom.

5.9. CybbekTbl 06palieHMs NEeKapCTBEHHbIX CPEeACTB MNPeAoCTaBNAT CBEAEHUSA B CUCTEMY
MOHUTOPUHIA CaMOCTOATE/IbHO, B TOM YWUCAE C MPUBAEYEHMEM WHbIX HOPULSUYECKUX UL, WM
WHAMBUAYANbHbLIX NpeanpuHMMaTeneid, YyNoNHOMOYEHHbIX CybbeKkTamu o6palleHus JIeKapcTBEHHbIX
CPeACTB M AeMNCTBYIOWMX OT MMEHU CyObeKTOoB 0BPaLLEeHNs SIeKapCTBEHHbIX CPeACTB B COOTBETCTBMM C
3aKOoHoAaTeIbcTBOM Poccuiickoi degepaunn.

6. MopAaaoK B3aMMOAENCTBUA CUCTEMbI MOHUTOPUHIA C UMEKLLMMUCA
MHPOPMaALMOHHBIMU pecypcamu

6.1. Cucrema MOHUTOPUHIa B3aMMOAeﬁCTBYET Co chegyrownmm MHd)OpMaLI,MOHHbIMM cncremamu:
- eauH bili peecTp J'IVILI,eH3VIﬁ Ha Npon3BoACTBO IEKAPCTBEHHbIX CPEACTB,

- e,CI,MHbIl\;I peecTp J'IVILI,eHBMﬁ, B TOM 4ucne IIMLI,EH3Mﬁ, BblAAaHHbIX OpraHamwu I'OCV,D,apCTBeHHOIZ
BNactun CYG'beKTOB Poccuiickon CDe,u,epau,MM B COOTBETCTBMM C nNepedaHHbIM NOJHOMOYMEM nNoO
MUEH3NPOBAHUIO OTAE/IbHBIX BUAOOB AEATENNBHOCTUN B cd)epe OXpaHbl 340pP0BbA;

- eiNHasA rocygapcTBeHHas MHGOPMALIMOHHAA cMcTeMa B chepe 34paBoOXPaHEHUS;
- eANHBIN roCcyAapPCTBEHHbIN PEECTP PUANYECKUX NNLL;
- eANHbIN rocyAapCTBEHHbIV PeecTp MHANBUAYANbHbLIX NPeAnpUHUMaTENEN;

- FOCYAapCTBeHHbIVI peecTp akKKpeaAUTOBaAHHbIX d)vmmanos, npeacrtaBuTeNbCTB MHOCTPAHHDbIX
ropunanyeckmnx nmuy;

- aBTOMaTM3MpoBaHHaA MHPOPMaLMOHHan cuctema PocsapasHagsopa (AUC PosapasHagsopa);
- EAMHan aBToMatU3npoBaHHanA MHOPMALMOHHAA CUCTEMA TAMOKEHHbIX OPraHoB;
- MUHPOPMALMOHHbIE CUCTEMbI CY6EKTOB 06paLLEHNA NEKAPCTBEHHbIX CPEACTB.

6.2. TpeboBaHMA K cBeAeHWMAM, MPenoCTaBAAEMbIM TOCYAaPCTBEHHbIMU MHGOPMALMOHHBIMU
cuctemamm degepanbHbiX OPraHOB WCMOAHWUTENbHOW BAACTU B CUCTEMY MOHMUTOPWMHIA, a TaKkKe K



CcBeZeHMAM, NepegaBaemMbiM U3 CUCTEMbI MOHUTOPUHIA, NPUBEAEHDbI B NpUaoKeHnn N 3 K HacToAWMM
PekomeHpgaumam.

6.3. B pamkax MHPOPMALMOHHOIO B3aMMOAENCTBMA CMCTEMA MOHUTOPUHIA OCyLLEcTBAseT obmeH
CBeZleHUAMU C roCyAapCTBEHHbIMU MHPOPMALMOHHbIMU CUCTEMAMU 3aMHTEPECOBaHHbIX deaepanbHbIX
OpraHOB MWCMO/IHUTE/NIbHON BAACTM U OPraHOB WCMOJIHUTE/NIbHOW BJIAaCTU CyObeKToB Poccuiickoi
depepauum, B TOM 4MC/Ie MOCPeacTBOM MHOPACTPYKTYpbl, obecneuymBatowerr WHPOPMaALMOHHO-
TEXHOJIOTMYEeCKoe B3auMoAencTBue UHPOPMALMOHHBIX CUMCTEM, UCMOJIb3YEMbIX A1A NpPeaocTaB/ieHus
rocyaapcTBEHHbIX WU MYHULUMMANAbHbLIX YCAYT W WUCMO/IHEHUA TOCYAAPCTBEHHbIX U MYHULMNANbHbIX
bYHKLMI B 3NEKTPOHHON popme.

6.4. B3saumogeictBMe CUCTEMbI MOHWUTOPUHIA € MHPOPMALMOHHBIMU CUCTEMAMU CYOBHEKTOB
06paleHna IeKapCTBEHHbIX CPEACTB OCYLLECTBAAETCA MoCcpenCcTBOM MHPOPMALMOHHBIX 3/1IEKTPOHHbIX
CEePBMCOB C  MCNO/Mb30BAaHMEM  CTaHAAPTHbIX MPOTOKONOB W UHTepdencoB  3/1EKTPOHHOro
B3aMMoO4elncTBuS.

6.5. XpaHeHWe peecTpoB M BeAeHWI HOPMATUBHO-CNPaBOYHON MHPOPMaLMK, Heobxoanmon ans
obecneueHns ¢GYHKLMOHMPOBAHUA CUCTEMbI MOHUTOPWMHIA, OCYLLECTBAAETCA B COOTBETCTBUM C
NPUHUMNAMW HENPOTUBOPEUMBOCTU, HEMPEPbLIBHOCTU, AOCTOBEPHOCTU U LLeNOCTHOCTU MHpopmaumn. B
uenax obecneyeHUA NPOCNAEKMBAEMOCTM CMPABOYHbIE AaHHble 3arpyarTca M obHoBAAKTCA U3
COOTBETCTBYHOLLMX pecypcoB denepanbHbIX OPraHOB UCNOAHUTENBHOWN BAACTY.

7. MopAapoK nogaum 3aaBKU HA ydacTue B JKCnepumeHTe
M npuaaraembix K Heil JOKYMEHTOB, TMNoBasa popma 3aAaBKHM,
a TaK}Ke NopA[0K perncrTpauum cybbeKkros obpaleHuns
JIeKapCTBEHHbIX CPeACTB B CUCTEME MOHUTOPUHIA

7.1. 3anBKa Ha yyacTue B JKcnepuMMeHTe Ha [06pOoBOMbHON ocHOBe OodpOopMsSeTca B cMCTEME
MOHMUTOPUHIA B 3/1EKTPOHHOM BuAe. CybbeKTbl 0bpalleHnn NeKapCTBEHHbIX CPEACTB - OpraHM3aLmy,
npu3HaBaemble  HajoroBbIMM  pe3ugeHTamu  Poccuiticko  depgepaunn,  MHAMBUAYA/IbHbIE
npegnpuHUmaTenM U nNpeacTaBUTeNIbCTBa CyObeKToB 06palleHMs NeKapCTBEHHbIX CpeacTB Ha
Tepputopun Poccuiickon degepaumn, NOANMUCLIBAIOT 3aABKY YCUNEHHOM KBa/MOUUMPOBAHHOM
3/1EKTPOHHOM NOANMUCbI0, OGOPMIEHHON Ha PYKOBOAUTENS OPraHU3auMn B O4HOM U3 YA0CTOBEPAIOLLMX
LEHTPOB, aKKpPeAUTOBaHHbIX MUHKOMCBA3bIO Poccum <1>,

<1> http://minsvyaz.ru/ru/activity/govservices/2/.

Ha KomnbloTepe, C KOTOPOro OCYLLECTBASETCA BXO4 B CMCTEMY MOHWUTOPMHIA, AOMKHbI 6biTb
YCTQHOB/IEHbl CEPTUPUKATLI KIlOYe NPOBEPKM 3NEKTPOHHOM MNoAMUCUM U NPOrPaMMHbIA  MOAYAb,
obecneynBatoLwmii paboTy C 31EKTPOHHOM NOANMUCHIO.

7.2. Peructpauus cybbeKkToB 0b6palleHMs NIeKapCTBEHHbIX CPEACTB B CUCTEME MOHWUTOPWHIA U
npeaocTaBNeHWe J/IMYHOTO KabMHeTa OCYLLEeCTBAAIOTCA HA OCHOBAaHWW AOCTOBEPHbIX CBEAEHWUN,
NpPeayCcMOTPEHHbIX MNYHKTOM 7.3. M NyHKTOM 7.5. HactoAawux PekomeHpauwuii, npeaocTaBAeHHbIX
cybbeKkTaMM 0b6palleHMA NeKapCTBEHHbIX CPeaCTB B CMCTEMY MOHWUTOPWMHIA B 3/1EKTPOHHOM BMUAE, U
AOKYMEHTOB, MPeAyCMOTPEHHbIX MYHKTOM 7.4. M NyHKTOM 7.6. HacToAlWMX PeKomeHpauui,
npeaocTaBnsemblx B PocagpasHagsop.

7.3. [Ona oOcCywecTBAEHMA Pernctpaumm B CUCTEME MOHUTOPMHIA CybObeKTbl 0b6palleHuA
NEeKapCTBEHHbIX CPeACTB - OpraHu3auuu, npuM3HaBaemble HaNOrOBbIMKM pesuAeHTamu Poccuiickoi
depepaumm, uHAMBUAYANbHblE MNpeanpUHMMaTENM W NpPeAcTaBUTENbCTBA Cy6beKToB o0b6palleHun
NEeKapCTBEHHbIX CPeacTB Ha TeppuTopun Poccuiickoit Peaepaummn, BHOCAT B PErMCTPaLMOHHY0 dopmy
CMCTEMbl MOHWTOPWMHIA, Pa3MELEHHYID Ha oOdUUMANBbHOM CcaliTe CUCTeMbl MOHWUTOPWHTa B



MHPOPMALMOHHO-KOMMYHMKaUMOHHON ceTn  "WHTepHetT" no agpecy https://mdlp.crpt.ru, 8
3NEeKTPOHHOM BUAE Crieaytolme cBeaeHuNA:

- NAEHTUPUKALMOHHBIA HOMEP HaNoroNaTe bLUNKa;

- cBeAEHMA 0 Hann4nmM 6o 06 OTCYTCTBUM NNLLEH3UM HA NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB,
NMUEH3UM Ha GdapMaLeBTUUECKYIO AeATeNbHOCTb (BK/OYAaA OMNTOBYID W PO3HMYHYIO TOProB/O
NEeKapCTBEHHbIMU CPeACTBAMM), JIMLEH3MM Ha MEAMUMHCKYI0 [AeATeNbHOCTb M AMLEH3UKM  Ha
AeATeNbHOCTb Mo 060POTY HApPKOTMYECKMX CPeACTB, MCUXOTPOMHbIX BELEeCTB U WX MPEeKypcopos,
KY/ZIbTUBMPOBAHMIO HaPKOCOAEPKALLMX PaCTEHUA;

- bammnuns, UMaA, 0OTYECTBO (NPU HaNNYKUK);
- TenedoH KOHTAKTHOro NLa3;
- a4pec sNeKTPOHHOM NoYTbI.

CeepeHus, npegycmoTpeHHble ab3auamm 2 1 4 HacToALWEro NyHKTa, 3aN0HAKTCA aBTOMATUYECKM
cpencTBamm cMcTeMbl MOHUTOPWMHIA HA OCHOBAHUM AaHHbIX KBAaAMPULIMPOBAHHOIO cepTUdUKara.

7.4. CybbeKTbl 06paLleHnA NeKapCTBEHHbIX CPeACTB OpraHM3aLmMu, NpM3HaBaemble HaJ0roBbIMM
pe3npeHTamm Poccuitickon ®epepauunn, MHAMBKUAYaNbHbIE NPeaNPUHUMATENN, HE UMEIOLLME NLLEH3UM
Ha NPOWU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, MNLEH3MM HA GapMALLEBTUYECKYIO AeATeNbHOCTb (BKAOYanA
ONTOBYID W PO3HUYHYHO TOPrOBMIO JIEKAPCTBEHHLIMM CPEACTBAMM), JIULEH3UM HA MELULMHCKYIO
[eATeNbHOCTb M NNLEH3UM Ha AeATeNbHOCTb Mo 060POTYy HAPKOTUYECKUX CPencTB, MCUXOTPOMHbIX
BELeCTB M WMX MPEeKypcopoB, KYNbTUMBMPOBAHWUIO HAPKOCOAEPKALWMX pPaACTEHMI, a TaKkKe
npeacTaBUTENbCTBA CYObEKTOB OOpalLeHNA NEeKAapPCTBEHHbIX CPeAcTB Ha Tepputopum Poccuitckoi
dbepepauym, He umewOWME AULEH3UM HA NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB, /AWLEH3UU Ha
bapmaLEeBTMUECKYIO AEATeNbHOCTb (BK/AOYAA OMNTOBYHD M PO3HUYHYIO TOProB/KD JIEKAPCTBEHHbIMM
CpeAcTBaMM), NLEH3MM HA MEAMULMHCKYIO AEeATEeNbHOCTb U JIMLEH3UU Ha AeATeNbHOCTb Mo obopoTy
HaApKOTUYECKUX CPeacTB, MCUXOTPOMHbIX BEWECTB UM UX MPEeKypCcopoB, KyAbTUBUPOBAHUIO
HapKoCOAEep KalLMX pacTeHui, He no3gHee 10 KaneHAapHbIX AHEN C AaTbl BHECEHMA CBEAEHWUNA,
npeAyCMOTPEHHbIX NYHKTOM 7.3. HacToAwmx PekomeHaumnii, NpeaocTaBaatoT TakxKe B PocagpasHaasop
no agpecy: 109074, Mocksa, CnaBaHcKaa naowagb, 4. 4, ctpoeHne 1 3aABneHMe O perncrpaumun B
cUCTEME MOHMTOPMHIA Ha ByMaXHOM HocuTene no popme, NpuBeaEeHHON B NyHKTe 1 npuaoxeHna N 4 K
HacToAWMM PekomeHaaumam.

7.5. [na oOCyWwecTBNEHWUA PernucTpauum B CUCTEME MOHUTOPMHIA CybbekTbl obpalieHus
NEeKapCTBEHHbIX CPEACTB - MHOCTPAHHbIE OpPraHU3aumm, ABAAIOWMECA AepKaTeNAMM UK BAaLEeNbLaMM
PEerucTpaunoHHOro yAO0CTOBEPEHUS, HE MNPW3HABaeMble Ha/NoroBbIMKW pesuaeHTamy Poccuiickoi
denepaumm M He MMelOWMe NPeACTaBUTENLCTB Ha TeppuTopuu Poccuiickoi ®eaepaumu, BHOCAT B
PerucTpaunoHHyto GopmMy CUCTEMbI MOHUTOPWMHra, PasMelleHHY0 Ha OdMUMANbHOM caliTe CUCTEeMbI
MOHUTOPMHIA B MHOOPMALMOHHO-KOMMYHMKALUMOHHOW  ceTn  "MHTepHeT" no  agpecy
https://mdlp.crpt.ru, B 3n1eKTpoHHOM BMAE Ceaylolime CBEAEHMUA:

- HQOUMEHOBaAHUE AepXKaTeNA UAn Blagenbua permcTpalMoHHOro yaoCctoBepeHua,

- KOJ4 HanoronnatesbuwMka B CTpaHe perncrpaunmu (aHanor MAEHTMd)MKaLI,MOHHOFO HOMepa
Ha!'IOI'OI'II'IaTefIbLLI,VIKa);

- CTpaHa perucrpaumm;
- NOYTOBbIN UHAEKC;

- baMnamnsA, UM, OTYECTBO (NpU HanUunK);



- TenedoH KOHTAKTHOro /inua;
- aZlpec 3N1eKTPOHHOM NoYThI.

7.6. YNonHOMOYEHHble npeacTaBUTEIN CybbeKToB o0bpalleHus JIeKapCTBEHHbIX CPeacTs -
MHOCTPaHHbIX OpraHM3auunii, ABAAIOWMXCA AeprKaTenamu WAN  BRageNbLamu  PerncTpPaumoHHOro
Y4,0CTOBEPEHMA, HE NPM3HABAEMbIX HAaIOTOBbIMW pe3naeHTammn Poccninckoit Pepepaumm n He MEOLLMX
npeAcTaBUTENbCTB Ha TeppuTopumn Poccninckon ®eaepaumm, He nosaHee 10 KaneHAapHbIX AHEN ¢ AaThbl
BHECEHMA CBeAEeHMM, NpenyCMOTPEHHbIX MyHKTOM 7.5. HacToawwmx PekomeHaauwi, npepocTaBnatoT
TakXe B PocsgpasHag3op no agpecy: 109074, MockBa, CnaBAaHCKaa naowagb, 4. 4, ctpoeHne 1
OpPUIMHaNbl AOKYMEHTOB, NOATBEPKAAIOLWMX NPABO NPEACTaBAEHUA UHTEPECOB YKA3aHHbIX CyOBbeKToB
obpallleHma nekapCTBEHHbIX CPeACTB, M 3anaB/eHMe Ha BymarkHOM HocuTesle no ¢opme, NPUBEAEHHOM B
nyHKTe 2 npunoxxeHna N 4 K HacToAwmMm PekomeHaaumam.

7.7. O6bpaboTka WM nNpoBEpKa CBEAEHWN, NPEeAOCTaBAAEMbIX B CUCTEMY MOHUTOPWUHra AnA
perucTpauum, NpoM3BOANTCA B aBTOMaTUYECKOM PeXUMe, B TOM YMC/e NocpenCcTBOM B3aMMOLENCTBUA C
UHbIMW TOCYyAapPCTBEHHbLIMU MHd)OpMBLI,MOHHbIMVI cuctemamm C MUCNONIb30BaHUNEM eAMHOVI CUCTembl
MEXBEeLOMCTBEHHOIO 3/IEKTPOHHOIO B3aMMOAENCTBUA, B TedeHne 14 paboumx gHei c Aatbl nogauu
cybbeKkTamm 0bpallleHUs NeKapCcTBEHHbIX CPeACTB CBEAEHUN B CUCTEMY MOHUTOPUHTA.

7.8. Poc3apaBHaZ30p paccMaTpMBaET 3asBeHUs, NPeLOCTaBNeHHbIE B COOTBETCTBMMU C MYHKTOM
7.4., a TaKXKe 3aAB/JIEHUA U OPUTMHA/bI SOKYMEHTOB, NPeaocTaBNeHHble B COOTBETCTBUM C NMyHKTOM 7.6.
HacToslwmX PekomeHaaLumii, B cpok He 6osiee 5 pabounx gHen 1 nepeaaeT MHGOpPMaUmio 0 pesybTaTax
pPaccMOTPEHUs 3asB/JIEHUIA U OPUTMHANOB AOKYMEHTOB B CUCTEMY MOHUTOPWHIa B TedyeHne 1 pabouero
[HA CO AHA NPUHATUA COOTBETCTBYIOLLETO peLleHus.

7.9. PeweHune o pernctpaumm (06 oTKase B perncrpaumm) cybbekta obpalleHns NeKapCTBEHHbIX
CPeAacTB B CUCTEME MOHMTOPUHIA NPUHUMAETcs Poc3gpaBHaZ30poOM U perncTpupyeTcs nocpesacTsom
GYHKLMOHaNa CMCTEMbI MOHUTOPWHIA. PelleHre o0 perncTpaumm cybbekTa obpalleHmsa NeKapcTBEHHbIX
CPeAacTB B CMCTEME MOHUTOPUHIA MPUHMMAETCA MPU OTCYTCTBUM PACXOKAEHUN mexay uHdopmaumen,
npeaycMOTPEHHOM 3afB/leHNEM, U CBEAEHWUAMMU, BHECEHHbIMM B CUCTEMY MOHWUTOPUHra (B Ciy4yasx,
Korga 3asBneHMA NoJaBasncb B COOTBETCTBMM C MyHKTOM 7.4. M NyHKTOM 7.6. HacToAWwmX
PekomeHgaumit), M nNpu NOATBEP)KAEHUN [OOCTOBEPHOCTM CBEAEHWUN, BHECEHHbIX B CUCTEMY
MOHMWTOpPUHTa.

7.10. OcHoBaHMA A4/ OTKasa B perucrpaumm cybbekta obpalleHus SeKapCTBEHHbIX CPeACTB B
KayecTBe y4yacTHMKa IKCNepumeHTa:

7.10.1. B oTHOWeEHWM NpOM3BOAMTENEN NIEeKAaPCTBEHHbIX CPEACTB Ha TeppuTopumn Poccuiickoi
depepaumm, ocylecTBaAoWMX GacoBKy (YNakoBKy) JIeKapCTBEHHbIX MPenapaTtoB BO BTOPUYHYHO
(noTpebutenbckyto) ynakoBKy (a nNpu ee OTCYTCTBMM - B NEPBUYHYIO YMAKOBKY) U (MM) TPETUYHYIO
(TpaHCcNOpPTHYI0) YNaKOBKY I€KAPCTBEHHbIX NPENapaToB:

- HEeCOOTBETCTBME  AaHHbIX BAage/ibla KBaJ'IMd)MLI,MpOBaHHOI'O CepTMd)MKaTa AaHHbIM
pyroBoAUTENA OpPraHn3aunm, a TaKxKe OTCyTCTBuE CBEAeHMﬁ o KBa}'IM(bMLI,MpOBaHHOM CepTMd)MKaTe,
BblAaHHOM PyKOBOAUTENO OpraHn3auunm;

- OTCyTCTBME CBe,CI,eHMﬁ O 3anncAax B eANHOM rocyaapCrtBeHHOM peecTpe ropnanyvyeckmnx nmnu;

- OTCYTCTBME CBeAEHWM O [AeWCTBYIOWEN /IMUEH3UM B eAMHOM peecTpe /MUEH3U Ha
NPOu3BOACTBO IEKaPCTBEHHbIX CPEeACTB.

7.10.2. B oTHOWEHWUW AeprKaTenein an BAadenblLeB PermMcTpaLMoHHOro yaoctosepeHusa (B caydae
NpoM3BOACTBA /IEKAPCTBEHHOro NpenapaTa BHe TeppuTopun Poccuitickoit depepaumun), asastolmxca
OpraHusaumMaAmMM, MpU3HABaeMbIMW HANOroBbIMKM  pe3anaeHTamu Poccuiickon  degepauyn  man
WHAMBMAYANbHbIMX  NPEeAnpUHUMATENAMU U HE UMELWMMW  JULEH3MM Ha NpPOM3BOACTBO



NIEKapPCTBEHHbIX CPEACTB, JIMLEH3UM Ha GapmaLeBTUYECKY0 [eATeNbHOCTb (BK/oYas ONTOBYHO U
PO3HWYHYIO TOPrOB/IIO NIEKAPCTBEHHBIMM CPEACTBAMM), JIMLLEH3UM HAa MEOMULMHCKYIO OeATe/NIbHOCTb U
JMLEH3UN Ha [eATeNbHOCTb MO 060POTY HAPKOTUYECKUX CPeacTB, MCUXOTPOMHbLIX BELLECTB U WX
NPEeKYpPCcopoB, Ky/bTUBMPOBAHMIO HAPKOCOAEPMKALLMX PACTEHUIA:

- HecoOTBETCTBME [AaHHbIX BAagenbla KBaAUPUUMPOBAHHOTO  cepTudMKaTa  OaHHbIM
PYKOBOAUTENA OpraHM3aLmMn UAN UHAMBUAYANLHOTO NPeANPUHUMATENA, a TaKKe OTCYTCTBUE CBeAEHMU
0 KBaMPpUUMpPOBAHHOM CepTUPUKATE, BbIZAHHOM PYKOBOAUTE/IO OPraHU3auum uam MHANMBUAYa AbHOMY
npeanpuHUMaTento;

- OTCYTCTBME CBEAEHUI O 3anucAX B eAUHOM roCyAapCTBEHHOM peecTpe HpPUAUYECKUX L, Uan
e4MHOM rocyapCcTBEHHOM PeecTpe UHAMBUAYANbHbIX NPpeanpuHUMaTenei;

- Ha/MuMe  pacXoXOeHWn  mexay UuHbopmaumeln, NpPesyCMOTPEHHOM  3aABNEHUEM,
npenocTaB/feHHbIM B COOTBETCTBMM C MYHKTOM 7.4. HacToAwMX PeKomeHZauui, U CBeAeHUAMM,
npefocTaBsieHHbIMW B CUCTEMY MOHUTOPUHTA.

7.10.3. B OTHOLWEHWUN MHOCTPAHHbIX OPraHU3aLLMn, ABAAIOLLMXCA AePKATENSAMU UM BNaLeIbLaMM
PEerucTpauMoHHOrO yA0CTOBEPEHUA, HEe MNpPU3HABAaEMbIX HaNOroBbIMU pe3uaeHTamu Poccuitckoi
dPepepaumm U He MMEKLMX NPeacTaBUTEeNbCTB HA Tepputopuu Poccuiickon Pepepaumum, - Haauuume
pPacxoXAeHW Mexay MWHbopMauuen, npesycMOTPEHHON 3asABAEHWEM, NPeAoCTaB/eHHbIM B
COOTBETCTBUM C MYHKTOM 7.6. HacToAwmx PekomeHzauuil, n cBeAeHUAMM, NPenoCTaBJEHHbIMU B
CUCTEMY MOHUTOPUHTA.

7.10.4. B OTHOWEHMM NPEACTaBUTENLCTB CYOHLEKTOB OOpPALLEHMS NIeKAaPCTBEHHbLIX CPEeACTB Ha
TeppuTopuun Poccuiickon deaepaumm:

- HEeCOOTBETCTBME  AaHHbIX Baage/ibla KBaﬂMd)MLI,MpOBaHHOI'O CepTVIq)VIKaTa AaHHbIM
pyroBoautena npeancraButenibCtea, a TaKXe OTCyTCTBUE CBe,D,eHMﬁ (0} KBaﬂMd)MLI,MpOBaHHOM
CepTMd)VIKaTe, BblAaHHOM pyKOBOAUTENIO NPEACTABUTENDBCTBA,

- OTCyTCTBMUE CBeAeHMﬁ O 3anncax B rocyaapCrBeHHOM peecTpe aKKpPeaMUTOBAHHbIX cbmnmanoa,
npeagcraBnUTeNbCTB MHOCTPAHHbIX OPUANUYECKUX NTNULL,;

- Ha/MuMe  pacxoXAeHuh  mexagy UMHPopmauuen, nNpeayCMOTPEHHOW  3anaBJEHMEM,
npeaocTaBNeHHbIM B COOTBETCTBMM C MYHKTOM 7.4. HacToAlwMX PeKomeHpauui, U cBefeHUAMM,
NnpeaocTaBNeHHbIMU B CUCTEMY MOHUTOPMHIa (gNAa nNpeacTaBUTeNbCTB Cy6beKkToB  obpaleHun
NEeKapCTBEHHbIX CPeacTB Ha TeppuTopuu Poccuiickon depepaunv, He UMEHOWMX JMLEH3MM Ha
NPOM3BOACTBO J/IEKAPCTBEHHbIX CPEACTB, /NIMLEH3MM Ha $apMaLeBTUYECKYIO OeATeNbHOCTb (BKAoYas
ONTOBYIO W PO3HUYHYHO TOPrOBAKO JIEKAPCTBEHHLIMM CPEACTBAMM), JULEH3UM HA MEAULMHCKYIO
AEeATeNbHOCTb U /IMLEH3MM Ha AeATeNbHOCTb No 060pOoTYy HAPKOTMYECKUX CPEACTB, NMCUXOTPOMHbIX
BELLECTB U UX MPEKYPCOPOB, KY/IbTUBMPOBAHMIO HAPKOCOAEPKALLMX PACTEHNN).

7.10.5. B OTHOWeEHUN OpraHM3aLuMii ONTOBOM TOProBAW JIEKAPCTBEHHbIMW MNpenapaTamm,
NOCTaBLLMKOB SIOTUCTUYECKMX YCAYT, OPraHMU3aLMiA PO3SHUYHOW TOProB/M I€KapPCTBEHHbIMM NpenapaTamm
N MeAULMHCKMX OPraHn3aLmii, a TakKe MHAMBMUAYAbHbIX NpeanpuHUMaTenei:

- HECOOTBETCTBME  AaHHbIX BAade/ibla KBa/'IMd)MLI,MpOBaHHOI'O cemechKaTa AaHHbIM
pyroBOoAUTENA OpPraHn3aunm, a TaKxKe OTCyTCTBuE CBEAeHMﬁ (0} KBa}'IMd)MLI,MPOBaHHOM CepTMd)MKaTe,
BblAaHHOM PYKOBOAUTENO OpraHn3aunm nan nHAnBMAyasbHOMyY npeanpuHNMaTento,

- OTCyTCTBUE CBe,CI,eHVII‘;I O 3anmncax B eAMHOM rocygapCTtBeHHOM peecTpe ropngnyecknx anuy nam
€ANHOM roCcyapCTBeHHOM peecTpe nHANBUNAYabHbIX npep,anHmmaTeneﬁ;

- OTCYTCTBME CBeAEHW O [AeWCTBYIOLLEeN AULEH3MM B eAMHOM peecTpe AULEH3UA Ha
MEANLMHCKYIO M dapMaLeBTUYECKYI0 AeATeNbHOCTb U AeATeNbHOCTb Mo 060pPOTY HapPKOTUYECKMX



CPeAacCTB, MCUXOTPOMHbIX BELLLECTB U UX NPEKYPCOPOB, KY/IbTUBMPOBAHUIO HAPKOCOAEPMKALLMX PAaCTEHUN.

7.11. Mo pesynbTatam perucTpaumm cybbekTa obpalleHMA SIeKapCTBEHHbIX CPeACTB B cUCTEME
MOHUTOPUHIA M NPEAOCTaBNEHUM eMYy JIMYHOFO KabuHeTa Ha agpec 3NeKTPOHHOM MOYTbl, YKA3aHHbIM
npu nogaye cBeAEeHUM, ONEPATOPOM CUCTEMbI MOHUTOPUHIA C UCMOb30BaHMEM PYHKUMOHANA CUCTEMDI
MOHWUTOPUHIA OTNPAB/JIAETCA COOTBETCTBYlOWEe yBegomaeHue. [pu 3Tom NOBTOPHOE MCMOJIb30BaHWE
OLHOI0 M TOrO e afpeca 3/eKTPOHHOW MOYTbl ANA PErncTpauum SIMYHbIX KabWHETOB pas/MyHbIX
cybbeKToB 0bpalleHMA NEeKAPCTBEHHbIX CPEACTB He AOMNYyCKaeTcs.

7.12. CybbeKT 0bpallueHua NeKapCcTBEHHbIX CPEeACTB, MONYYUBLLNA YBEAOMIEHNE O PEerucTpauum B
cUCTEME MOHWUTOPWHIA, NPU aKTMBaLMKN GYHKUMIA ANYHOTO KabnHeTa BHOCUT B CUCTEMY MOHWUTOPMUHIA
nepeyeHb afpecoB MECT OCYLLECTB/IEHMA AeATe/bHOCTM MnyTem Bblbopa TaKoro agapeca M3 afpecos,
YKAa3aHHbIX B JIMLLEH3MAX HA NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB, MNLEH3UAX Ha PapMaLLeBTUYECKYIO
AeATeNbHOCTb (BK/IOYas ONTOBYIO M PO3HUYHYIO TOPrOBJIIO IEKAPCTBEHHbIMU CPEeACTBAMM), INLEH3UAX
Ha MEeOMUMHCKYIO 4eATeNIbHOCTb U JIMLLEH3UM HA AeATes/lbHOCTb Mo 060pPOTYy HAapPKOTMYECKUX CPencTs,
NCUXOTPOMHbIX BELLECTB M UX NPEKYPCOPOB, KY/IbTUBUPOBAHMIO HAPKOCOAEPKALUMX PACTEHUI, A TaKkKe
nepeyeHb agpecos GpapmMaLEeBTUYECKUX CKNAZ0B (MPU HAMYMM YKa3aHHbIX TULLEH3UI).

CybbeKT 0bpalleHus NeKapCTBEHHbIX CPEeACTB - AeprKaTenb WAV Bragenel, perncTpalyMoHHOro
yAOCTOBEPEHUs MPOU3BELEHHOIO BHE Tepputopun Poccuiickoit PeaepaLmm ekapcTBEHHOro npenapaTa
n (Mnn) NpeacTaBUTENLCTBO CYbbeKTa 06palLeHMs IeKapCTBEHHbIX CPEACTB HA TeppUTopun Poccuinckol
depepaLumm, NONYYMBLLUMIA YBELOMIEHWE O PErUCTPALMM B CUCTEME MOHUTOPUHIA, BHOCUT B CUCTEMY
MOHUTOPUHIa MHPOPMALMIO O NMPOM3BOACTBEHHbIX M/IOLLAAKAX, OCYLLECTBAAOLWMX GACOBKY (YNaKOBKY)
NIeKapCTBEHHbIX NPenapaToB BO BTOPUYHYIO (MOTPEBOUTENbCKYIO) YNAKOBKY /IEKAapCTBEHHOIO npenapara
(a npu ee oTCYyTCTBMM - B NEPBUYHYIO YMAKOBKY JIEKAPCTBEHHOro npenapaTta) U NPOW3BOACTBEHHYIO
CTaZMIO BbIMYCKAlOLLEro KOHTPOAS KayecTBa.

7.13. Mpy onNMcCaHUM NeKapCTBEHHbIX MPenapaToB BHECEHWe CBegeHWUA B MHPOPMaLMOHHbIN
pecypc, obecneynBaloWmii y4eT U XpaHeHWe A0CTOBEPHbIX AAHHbIX O TOBApax Mo COOTBETCTBYHOLLEN
TOBAapHOM HOMEHKIATYpe, U CUCTEMY MOHWUTOPMHIA OCYLLECTBAAETCA CAeayloWwmMM CcybbeKkTamm
obpalleHnNa NeKapCTBEHHbIX CPEACTB:

- B C/lyyae TMpPOM3BOACTBA JiIeKapCTBEHHbIX npenapatoB B Poccuiickon Peaepaumm -
NpPOM3BOAUTENN JIEKAPCTBEHHbIX CPEeACTB, ocyuiecTBastowme ¢acoBKy (YNaKoBKYy) JleKapCTBEHHbIX
npenapaToB BO BTOPUYHYHO (NOTPEOBUTENbCKYIO) YNaKOBKY JIeKapcTBEHHOro npenapata (a npu ee
OTCYTCTBMM - B NEPBUYHYIO YNAKOBKY JIeKapcTBEHHOro npenapaTa);

- B C/ly4ae NPOU3BOACTBA JIEKAPCTBEHHbIX NMPenapaToB BHe TeppuTopumn Poccuiickoit depepaunm -
AepyKaTenu A Bnagenblbl PErMcTPaLMOHHOrO YA0CTOBEPEHMA U (MK) NpeacTaBUTEbCTBA CYE6bEKTOB
0bpalleHna NeKaPCTBEHHbIX CPEACTB Ha TeppuTopun Poccuiickoin dPeaepaumm.

7.14. TlepeyeHb cBeAEHWM, NPeAOCTaBAAEMbIX MNPU OMMCAHUM NIEKAPCTBEHHbIX MNpenapaTos
cybbeKkTamum obpalleHns IeKapCcTBEHHbIX cpeacTB B MHGOPMALMOHHbIN pecypc, obecneymBatowmin yyer
M XpaHeHMe A0CTOBEPHbIX AaHHbIX O TOBapax MO COOTBETCTBYOLLEN TOBaPHON HOMEHKAAType, NpMBeAEH
B npunoxxeHum N 5 K HacToAWwMM PekomeHgaumuam.

7.15. CybbeKkTbl obpalieHMa NeKapCTBEHHbIX CPeACTB, YKasaHHble B MyHKTe 7.13. HacToAwmx
PekomeHAaUMIA, PErncTpUpPYIOT IEKAPCTBEHHbIE MpenapaTtbl B CUCTEME MOHWUTOPUHIA Ha OCHOBAHWUM
3N1eKTPOHHOM 3aABKMW, COAEPKALLEN:

- rnobanbHbIN NAEHTUPUKALMOHHBI HOMEP TOProBOM eANHULLbI;

- HOMepP perncTtpauymnoHHOro yaoctosepeHna n Aaty perncrtpaunm neKapCrBeHHOoro npenaparta B
rocygapCTtBeHHOM peecTpe 1IEKaPCTBEHHbLIX CPeACTB.

7.16. O6paboTKa NOMyYEHHbIX CBEAEHMI OCYLLECTBAAETCA B aBTOMATUYECKOM peXume nyTem



dopMUpOBaHMA 3ampoca Ha noaydYeHMe CBeAeHMM O NeKapCTBEeHHOM npenapate W3 eAnHOro
CNpaBOYHMKA - KaTajora /IeKapCTBEHHbIX MNpenapaTtoB (KOMMOHEHTa eaMHON rocyAapCTBEHHOM
nHdopmalUMOHHON cucTembl B cdepe 34paBoOXpaHeHuss) M MHOOPMALMOHHOIO  pecypca,
obecneymBatoLLEro y4eT U XpaHeHne A0CTOBEPHbIX AaHHbIX O TOBapax MO COOTBETCTBYHOLWLEN TOBAPHOM
HOMeHKnaType.

MpoBepKka HanMuMA U COOTBETCTBMA CBEAEHWUN, COAEPKaLLMXCA B MHOOPMALMOHHbLIX CUCTEMAX,
YKa3aHHbIX B ab3aue 1 HacToALLEero NyHKTa, OCYLECTBAAETCA MO CAeAYOWMM AaHHbIM O IeKaPCTBEHHOM
npenapare:

- HOMEp PerncTpaLnoHHOro yA0CTOBEePeHUs;

- [aTa perncrpauuu eKapcTBEHHOro npenapata B rocy4apCTBEHHOM PEeecTpe /IeKapCTBEHHbIX
CPeacTs;

- TOProBOe HaMMEHOBaHWeE NEKAPCTBEHHOrO Npenapara.

7.17. Mo pe3ynbTaTam ycnewHon obpaboTkM cBepgeHMt GopMUpPYyeTCca KapToYKa JIEKapCTBEHHOIO
npenapata. CeBefseHua o GOPMMPOBAHWMM KapPTOUKM NEKAPCTBEHHOrO npenapaTa aBTOMATUYECKM
HanNpPaBAAIOTCA B JIMYHbIV KabWHET cybbeKTa 0bpalleHus NeKapCTBEHHbIX CPEACTB, OCYLECTBASIOLLErO
pPerucTpaumio N1eKapCcTBEHHOrNoO Npenapara.

B cnyyae otcytcTBuA  (HECOOTBETCTBMA) CBEAEHMI O JIeKAapCTBEHHOM Mpenapate B
MHPOPMALMOHHBIX Pecypcax, YKasaHHbIX B MyHKTe 7.16. HacToswMx PekomeHZauui, cybbekTty
obpalleHns NIeKapCTBEHHbIX CPeACTB, OCYLLECTB/AIOLWEMY OMNUCAaHWE JNIeKapCTBEHHOTO npenapaTta B
cucTeMe MOHWUTOPWHIA, HanpaBAAeTcs O0TKas B OPMMPOBAHUN KAPTOUKM JIEKAPCTBEHHOrO Npenapara.

8. MopAaaoK BHeceHUA MHPopmaLMm cybbeKTamu obpalleHusn
JIeKapCTBEHHbIX CPeACTB B CUCTEMY MOHUTOPUHTIA, BKAOYAsA
nepeyeHb Npegocrasasiemont MHGopmauum

8.1. MopAaoK B3aMMOAEACTBUA YYAaCTHUKOB JKCNepuMEHTa, BK/OYas MnepeyeHb U MOPAJO0K
BHeCeHUA UHGOpMaL KN B CMCTEMY MOHUTOPUHTA, NPU BBOAE B rPa*KAaHCKMIA 060PpOT IeKapCTBEHHbIX
npenapaToB, YNaKOBaHHbIX Ha Tepputopumn Poccuiickoin deaepaumm:

8.1.1. B pamkax BBoAa B 060OpPOT /IeKapCTBEHHbIX NpPenapaTos, NPOoM3BEAEHHbIX Ha TEPPUTOPUN
Poccuiickoit depepaumn, cybbekT obpalleHUa NeKapCTBEHHbIX CPEeACTB, OCYLLEeCTBAAIOWMIN (acoBKy
(ynakoBKy) fiekapcTBEHHbIX NPENapaToB BO BTOPMYHYIO (NOTPEBUTENbCKYIO) YNAKOBKY /1IEKapCTBEHHOMO
npenapaTta (a Npu ee OTCYTCTBUM - MEPBUYHYIO YMAKOBKY /IEKAapCTBEHHOrO npenapara), B TeyeHue 5
pabounx AHel C AaTbl 3aBepLUEHNA MPOU3BOACTBEHHON CTaaAMW (acoBKM (YNaKOBKM) SieKapCTBEHHbIX
npenapaTos, HO A0 NPefoCTaBAEHMA CBEAEHUIA O AaNbHENLMX onepaumax C TaKUMKU EeKapPCTBEHHbIMM
npenapaTamu MNpeaoCcTaBAfAeT B CUCTEMY MOHWUTOPUHIa CBeAeHMA, NPeayCMOTPeHHble nyHKTom 1.1.
npunoxkeHuns N 6 K HacToAWwmMM PekomeHaaumusam.

Mpy HaAMYMK YCTPOMCTBA UM NOAKIIOYEHUA K YCTPOMCTBY PErncTpaLMm 3MMCCUKN Y POCCUMIACKOrO
NpPoM3BOAUTENA NEKAPCTBEHHbIX CPEACTB Nepeaaya CBeAEHUN B CUCTEMY MOHUTOPUHIA O 3aBepLUEHUM
NpoM3BOACTBEHHOW cTaguMu ($acoBKM (YNakKoBKWM) NEKAapCTBEHHOrO nNpenapata BO  BTOPUYHYHO
(noTpebuTenbcKyto) yNnakoBKy leKapcTBEHHOro npenapata (a Npu ee OTCYTCTBUM - NEPBUYHYIO YNAKOBKY
NeKapCTBEHHOro npenapaTa) MOMKEeT OCYWECTBAATbCA C WCMO/Jb30BaHMEM YCTPOWCTBA pPerMcrTpaumun
3aMUCCUMN.

8.1.2. Mpu ocyuiectBaeHMn oTbopa 06pasLOB /eKapCTBEHHOro npenapaTa (414 NPOBEPKU
COOTBETCTBMA KauyecTBy, O1A AEKNAPUPOBaHWA COOTBETCTBUA, KOHTPOJ/IbHble M apXxuBHble 06pasupl)
Cy6beKT 0bpalleHna NeKapCTBEHHbIX CPeACTB, OCYLWECTBAAWMIA oT6op 06pa3uoB /eKapcTBEHHOro
npenapara, B TeyeHne 5 pabounx AHen ¢ AaTbl COOTBETCTBYIOWEN ONepaLmm, NpegocTaBAsEeT B CUCTEMY



MOHUTOPUHIa CBeAeHuA, MpeaycMoTpeHHble nyHKToM 2 npunoxeHma N 9 K HacTtoAwumm
PekomeHpgaumam.

8.1.3. CybbekT obpalleHua AeKapCTBEHHbIX CPeAcCTB, OCYLIECTBAAIOWMA MNPOU3BOACTBEHHYIO
CTagMi0 BbINYCKAIOWEro KOHTPOAA KayecTBa, B TeyeHuMe 5 paboumx AHeN C [aTbl 3aBeplieHuA
NPOW3BOACTBEHHON CTagMM BbIMYCKAIOWEro KOHTPOAA KayecTBa A0 NPenoCTaBfeHMA CBELEHUMWA O
OANbHENLIMX OMepaumsax C BBOAUMbIMM B OBOPOT JIEKAPCTBEHHbIMW MpenapaTtamu NpPeaocTaBaseT B
CUCTEMY MOHUTOPUHIA CBeAeHUA, npeaycMoTpeHHble nyHKTom 1.2. npunoxkeHuna N 6 K HacToAwMMm
PekomeHpaumam.

8.2. MopAaaoK B3aMMOAEiNCcTBUA YYACTHUKOB JKCNEPUMEHTa, BK/lOYasa nepeyeHb U NOPALOK
BHeceHUA UHGOpMaLUUN B CUCTEMY MOHUTOPUHra, NPU NPOU3BOACTBE JIEKAPCTBEHHDbIX NpenapaTtos
BHe TeppuTopumn Poccuiickon Pegepaumm u BBo3e UX Ha Tepputopuio Poccuiickoit Pegepauyum:

8.2.1. MNpu nponsBoACTBE NEKAPCTBEHHbIX NPenapaToB BHe Tepputopum Poccuiickoin Pepepauum,
Cy6bbeKT o0bOpallleHna NeKAapCTBEHHbIX CPEeACTB, SABAAIOWMIACA AeprKaTesiem WAW  BNALEe/bLEM
PErncTPaLMOHHOrO YA0CTOBEPEHUS, UM MNPEACTaBUTENbCTBO CyObeKTa 0bOpalleHMa NeKapCTBEHHbIX
cpeactB Ha Tepputopuu Poccuiickoit ®epepaumun B TeveHne 20 paboumx AHel ¢ AaTbl 3aBepLUEHUA
NPOW3BOACTBEHHOM CTaAUM BbIMYCKAIOWEro KOHTPOAA KayecTBa A0 MNpPeaoCTaB/eHUA CBeAeHUN O
AanbHeNWmMX onepaumax € TaKMMM NIeKapCTBEHHbIMM Mpenapatamu npeaocTaBaseT B CUCTEMY
MOHUTOPWHIA CBeAeHuA, npeaycMOTpeHHble nyHKTom 2.1. npunoxkeHna N 6 K HacToAWMM
PekomeHgaumam.

MpY HanWuUKM yCTPOMCTBA WM MNOAK/IOYEHUS K YCTPOMCTBY PErnucTpauum sMUCCUU CyObeKT
obpalleHna NeKapCTBEHHbIX CPEACTB, ABAAIOWMICA AeprKaTeNem UAN BAageNbLemM PerncTpaumoHHOoro
YOOCTOBEPEHUS, WAN NpPeacTaBMTENbCTBO CyObeKTa 06palleHna NeKapCTBEHHbIX CpPeacTB  Ha
Tepputopun Poccuiickoi Pegepalmmn npesocTaBaseT B CUCTEMY MOHUTOPUHIA CBEAEHMA O 3aBepLUeHn
Npou3BOACTBEHHOW CcTaguMu $acoBKM (YNaKoOBKM) NEKApCTBEHHOrO MpenapaTta BO  BTOPWYHYIO
(noTpebuTenbcKyto) yNaKkoBKy JleKapcTBEHHOIO npenapaTa (a Npu ee OTCYTCTBUM - MEPBUYHYIO YAaKOBKY
NIleKapCTBEHHOro npenapaTta), NpeaycMOTpeHHble MNyHKTom 2.2. npunoxeHna N 6 K HacToAWMMm
PekomeHAaUMAM C MCNONb30BaHMEM YCTPOWCTBA pPerucTpaummM smuccuun. MNpu 3TOM OCYLLEecTBAATb
nepegavy cBegeHui, NpeaycMoTpeHHbIX ab3auem 1 HacToAwWwero NyHKTa, He TpebyeTca.

8.2.2. Mpw OoCyWwecTBNEHUM arperMpoBaHusa B paMKax NOArOTOBKM JIEKAPCTBEHHbIX NpenapaTtos K
OTrpy3Ke B LeNsX BBO3a JIeKapCTBEHHbIX NpenapatoB B Poccuiickyo degepaunto cybbekT obpalieHnn
NNeKapCTBEHHbIX  CPeACTB, ABAAOWMICA  AeprKaTeseM WAM  BAafeNbUemM  PerucTpalyMoHHOro
YAOCTOBEPEHUS, WAM NpPeacTaBUMTENbCTBO Cyb6beKTa 06pallleHMAa NeKapCTBEHHbIX CPeacTB  Ha
Tepputopun  Poccuiickon degepaumm  npepocTaBndeT B CACTEMY MOHUTOPUHIA  CBEAEHMS,
npeaycMoTpeHHble NyHKTOM 1 npunoxeHuma N 7 K HacToAlwmMM PekomeHaaumam.

8.2.3. B pamMKax BBO3a JIeKapCTBEHHbIX npenapaToB B Poccuitickylo deaepaumio AonyckaeTcs
npeaocTaBNeHMe CBEAEHNIA B CUCTEMY MOHUTOPUHIA Cy6beKTamMmn 0bpaLLleHNA 1eKapcTBEHHbIX CPEACTB,
OCYLLECTBAAIOLWMMM OTFPY3KY SIeKapCTBEHHbIX NpenapaTtoB B Poccuiickyto Peaepaumio (aanee - npamoit
NnopsAoOK MNpPeaoCTaBNeHUA CBeAEeHUM) waM  cybbeKTom 06palleHMAa NeKapCTBEHHbIX CPEeacTs,
OCYLLECTBAAIOWMM BBO3 JIEKAPCTBEHHbIX NpenapaToB B Poccuiickyto Pepepaumnio (ganee - obpaTtHbii
NopsAAOK NPeaocTaBNeHUA CBEAEHWNN).

PeweHne o Bbibope MpAMOro nopsagKa npepocTaBiAeHUs cBegeHuid Mbo obpaTHoro nopagka
npeaocTaBNeHnUA CBeAEeHWU MpPUHUMAeTCa CcybbekTamu obpalleHuMA  IeKapCTBEHHbIX  CPeAcTs,
NpeAoCTaBAAIOWLMMM TaKNe CBeAeHMNA, CAMOCTOATENbHO.

Ona ocywecteneHns obpaTHOro nopAgKa NPeaoCTaBAeHWA CBeAEHU B AMYHOM KabuHeTe
cybbekTa o6paleHMA IeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIOWEro OTrPy3Ky JIeKapCTBEHHbIX
npenapaTtoB B Poccuitickylo depepaunio, AoMKeH 6biTb 3aperMcTpUpoBaH CMUCOK COOTBETCTBYHOLLMX
paspelleHHbIX KOHTPareHToB - CybbeKToB 0bpalleHNA NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMX BBO3



3TUX NIeKapCcTBEHHbIX Npenapartos B Poccuitckyro Peaepaumio.

8.2.4. B cnyyae BbibOpa MpPAMOro nopaaka npenoctaBNeHMA cBedeHUM cybbeKT obpalleHun
NIEeKAPCTBEHHbIX  CPEeACTB, ABMAAIOWMNACA  AepXKaTenem WAM  BAALENbUEM  PErnmcTpauyoHHOro
YOOCTOBEPEHUA, WAWM  NPeaCTaBUTENbCTBO CybbeKTa 0bOpallleHMAa NeKapCTBEHHbIX CpeacTB  Ha
Tepputopumn Poccuinckonn ®egepaumm B TedeHue 45 paboumx gHen ¢ gatbl OTIPY3KU NIEKAPCTBEHHbIX
npenapaTtos B Poccuiickyto Pepepaumto 40 A0CTaBKM IEKAPCTBEHHbIX NPEnapaToB B MECTO NpubbITUA Ha
Tepputopumn Poccuiickoit Pepgepaunm v npeaocTaB/ieHns CBEAEHUN O AabHENLNX onepaumax ¢ Takumm
JIeKapCTBEHHbIMM NpenapaTaMmn NPeaoCTaBAsET B CUCTEMY MOHUTOPUHIA CBEAEHMA, NPeayCMOTPEHHbIe
nyHKTOM 3.1. npunoxkenua N 6 K HacToAWmMM PeKkomeHJaumam.

Mpn sTOM cybbeKT obpalleHUsa NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAOWMNIA BBO3 N1EKAPCTBEHHbIX
npenapatoB B Poccuiickyto depepaumio, B TedeHMe 5 paboumx gHelt ¢ Aatbl perncrpauum B cucteme
MOHUTOPUHIA cBeZeHMN 06 OTrpy3Ke JIeKapCTBEHHbIX NnpenapatoB B Poccuiickyto Pepepaumio go
npefoCcTaBNEHNA CBEAEHUI O AaNbHENWMX onepaumax C TaKUMU NIeKapCTBEHHbIMM NpenapaTamu
noaTBepKAaeT OO0CTOBEPHOCTb CBEAEHUW, COAEPMKALUMXCA B CUCTEME MOHWUTOPWHra, nyTem
npesocTaBNeHNA CBEAEHUA B CUCTEMY MOHUTOPUHTA, NPeAYCMOTPEHHbIX NyHKTOM 3.5 npunoxeHua N 6
K HacToALWMM PekomeHaaumam.

8.2.5. B cnyyae Bbibopa obpaTHOro nopsgKa npenocTtaBneHus ceeneHui cybbekT obpalieHus
NIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWMIA BBO3 JIEKAPCTBEHHbIX NpenapatoB B Poccuiickyto
depepaumnio B TeyeHne 5 paboumx AHeN € AaTbl 4OCTABKM JIEKAPCTBEHHbIX MPenapaTtoB B MeCTO
npubbITMA Ha Tepputopumn Poccuiicko ®Pegepaumm [0 NpefoCTaBNEeHUA CBEAEHUI O MPUHATUU
peleHna TaMOMKEHHbIMW OpraHaMM O BbIMYCKE JIEKAPCTBEHHbIX MpenapaToB AAA BHYTPEHHero
notpebneHns nNpefocTaBAseT B CUCTEMY MOHUTOPMHIA CBEAEHWs, NpeayCMOTPEHHble MyHKTOM 3.2.
npunoxkeHma N 6 K HacToAwmMm PekomeHaaumam.

Mpu 3Tom cybbekT ob6palleHns IeKapCTBEHHbIX CPeaCTB, ABAAIOWMIACA AeprKaTenem Wau
BNAfENbLEM PErncTpaumMoHHOIO YyAO0CTOBEPEHUA, WAW NPeACTaBUTENbCTBO CybObeKTa obpalleHus
NNeKapCTBEHHbIX CPeacTB Ha TeppuTopumn Poccuiickolt deaepauun, B TeyeHne 5 paboumx aHel c Aatol
perucTpauymn B cMCTEMe MOHWUTOPUHIA CBEAEHMUI O BBO3E JIEKAPCTBEHHbIX NpenapaToB B Poccuitckyto
depepaumio, HO 40 NPeAOCTaBNEHUSA CBEAEHUI O AaNbHENLLMX ONepaLymsax ¢ TaKMMU 1eKapCTBEHHbIMM
npenapaTamu NOATBEP)KAAET AOCTOBEPHOCTb CBEAEHWI, COOEPKALLMXCA B CUCTEME MOHWUTOPUHIA O
BBE3EHHbIX /IEKAPCTBEHHbIX MpenapaTax, NyTem NpegocTaBieHUs CBeAEHUA B CUCTEMY MOHUTOPWHIA,
npeaycMOTPEHHbIX NYHKTOM 3.5 npunoxkeHuns N 6 K HacToAwmM PekomeHaaumsam.

8.2.6. B ciyyae BBO3a SIeKapCTBEHHbIX NpenapaTtoB B Poccuitickyto ®eaepauuio gepskatenem uam
BNAAENbLEM PErUCTPAUMOHHOIO YAOCTOBEPEHUA WAW NPEeACTaBUTENbCTBOM CybbeKkTa obpalieHus
NEeKapCTBEHHbIX CPeACTB Ha Tepputopun Poccuiickoi depepaumu, a TaKKe BBO3a JIEKAPCTBEHHbIX
npenapaToB B pPaMKax AOroBopa KOHCUTHaUWMW, Cyb6beKT ob6palileHuAa NeKapCTBEHHbIX CPEeaCTs,
ABNAOWMICA  AepKaTeneM  WAM  BAAaAeNbLEM  PErucTpaLlMoOHHOrO  YAOCTOBEPEHMA,  UAU
NnpeAacTaBUTENbCTBO CyObEKTa NEKAPCTBEHHbLIX CPeACTB Ha Tepputopuu Poccuiickoi ®eaepaupn B
TeyeHue 5 paboumx gHel C AaTbl AOCTAaBKM NEKAPCTBEHHbLIX MPenapaTtoB B MecTo NpubbITMA Ha
Tepputopun Poccuiickon Pepepaumm 40 NPeAOCTaBAEHMA CBeAEHUMW O MPUHATAM  pPelleHus
TaMOEHHbIMM OpraHamMM O BbIMYCKe /IeKapPCTBEHHbIX MPenapaToB Aaa BHYTpeHHero notpebneHus
NpeaoCcTaBAsET B CUCTEMY MOHUTOPUHTA CBEAEHMA, NPeAyCMOTPEHHbIe NyHKTOM 3.3. npuaoxeHusa N 6 K
HacToALMM PekomeHaaumam.

8.2.7. Mpu coBepLIEHNN TaMOMKEHHbIX Onepaunin NpuM TaMOXKEHHOM AEKNapUPOBaHUM W
NOMELLEHUN NEKAPCTBEHHbIX MPENapaToB MoA TaMOXEHHYIO Mpoueaypy BbiNycKa A4S BHYTPEHHEro
noTpebaeHMA TaMOXKEHHbI OpraH:

- 3anpawuvBaeT B CUCTEME MOHMTOPUHra CBeAeHWA O CepUiMHOM  rn1obanbHOM
NAEHTUPUKALMOHHOM HOMEpPE TOProBOM eaMHMUUbI UAM TPYNNOBOM KOAE TPETUYHOW (TPaHCNOPTHOM)
YNaKoBKW, B KOTOPOM HaxoAMTCA TaKOM NeKapCTBEHHbIA npenapat (B cay4yae BBO3a TPETUUYHOW



(TpaHCMOpPTHON) yNakoBKW LEAUKOM), AN OCYLECTBNEHUA CBEPKM C AaHHbIMM, YKa3aHHbIMK B
TaMOXEHHOW AeKapauyun Ha IeKapCTBEHHbIM Npenapar;

- nepepaetr B cUCtemy MOHUTOPUHIa AdaHHble O BbiNyCKe A4 BHYTPEHHEro n0Tpe6neva
NeKapCTBeHHbIX NMpenapaTos.

Mpu BHECEHUM U3MEHEHUI B CBeAEHMA, YKa3aHHble B TaMOXEHHOW AeKnapauum Ha
JIEKAapCTBEHHbIM npenapaT, B TedeHue 5 paboumx gHen nocne BHECEHWUS UBSMEHEHWUI B TAMOMKEHHYIO
AEKNapaumio TaMOXKEHHbIN opraH nepegaeT B CUCTEMY MOHUTOPUHIA CKOPPEKTUPOBAHHbIE AaHHblE O
JleKapCTBEHHOM NpenaparTe.

8.2.8. Mpwu nepepaye npaB COOCTBEHHOCTM B 30HE TAMOMKEHHOFO KOHTPOASA Ha JIEKapCTBEHHbIE
npenapaTbl, NOMeLLEeHHble MO TaMOXKEHHYI NpoLeaypy TaMOXKEHHOro cknaga, cybbekT obpaleHua
NIeKapCTBEHHbIX CPeACTB, OCYLLEeCTBAAIOWMIA BBO3 JIEKAPCTBEHHbIX NpenapatoB B Poccuiickyto
depepaumnio, B TeyeHne 5 paboumx AHen ¢ AaTbl 0POPMAEHUA COOTBETCTBYHOLUMX [OKYMEHTOB O
nepegaye npasa COBCTBEHHOCTM Ha JIeKAapPCTBEHHble MpenapaTtbl A0 MNPefOCTaBNEeHUA CBEAEHWUR O
OANbHENLIMX OMepaumsax C JIEKapCTBEHHbIMM NpenapaTamMmu NpeLocTaBaseT B CUCTEMY MOHUTOPWMHrA
cBefieHuna, npeayCcMoTpeHHble NYHKTOM 3.4. npunoxeHua N 6 K HacToAwmm PekomeHaaumnam.

Mpu aToM cybBbEKT 0bpaLLeHns eKapcTBEHHbIX CPeACTB, KOTOPOMY OCYLLLEeCTB/IeHa Nepesaya npas
COBCTBEHHOCTM Ha NEKApPCTBEHHbIM nNpenapaT, MNOMELLEHHbIW 04 TaMOXKEHHYH Npoueaypy
TaMOXEHHOT0 CKNaza, B TedeHue 5 pabounx aHel ¢ AaTbl 0GOPMIEHUSA COOTBETCTBYHOLLMX LOKYMEHTOB
0 nepepaye npaBa COOGCTBEHHOCTM Ha JIEKAPCTBEHHbIM Mpenapat M pPerucrTpauuum B cucTeme
MOHMUTOPMHTIA CBELEHUIN O NepefaHHbIX JIeKapCTBEHHbIX NpenapaTax 40 NPeAoCTaB/leHUsA CBeAeHUI o
JafbHENLWMX onepaLmsax ¢ NEKAPCTBEHHbIMKW NpenapaTamn NoATBEPKAAET A4OCTOBEPHOCTb CBEAEHUI O
NPUHMMaEMbIX JIEKAPCTBEHHbIX MpenapaTtax, CoAEPMKalMXCA B CUCTEME MOHWUTOPMHIa, MyTem
npeaocTaBNeHUA CBEAEHNI B CUCTEMY MOHUTOPMHTA, MPEAYCMOTPEHHbIX NYHKTOM 3.5. npunoxkeHus N 6
K HacToAWMM PekomeHaaumsam.

8.2.9. TMpu nepemeleHNN NEKAPCTBEHHbLIX MPEnapaToB MeXAay Pas/AnYHbIMKW  30HaAMMU
TAaMOKEHHOI0 KOHTPO/IS, OCYLLECTB/ISEMOM MOC/AE NPUBLITUA TOBapa B MeCTO AO0CTaBKU, onpeaeneHHoe
UMMOPTEPOM B MEXAYHAPOAHbIX TOBAPO-TPAHCMOPTHbIX [AOKYMeHTax, W/MaM npu opraHusauum
BHYTPEHHEro TaMoXeHHOro TpaH3uTa U3 MeCT BBO3a Ha Tepputopuio Poccninckoit deapepauunm, cybbekT
obpallleHna JIeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMIA BBO3 JIEKAPCTBEHHbIX MpenapaToB B
Poccuiickyto denepaumto, Uam cybbeKkT obpalleHMa NeKapCTBEHHbIX CPEACTB, KOTOPOMY OCYLLECTB/IEHA
nepegaya npaB COBCTBEHHOCTM Ha JIEKAPCTBEHHbIA MpenapaT, MOMELLEHHbIA Mo4 TaMOMKEHHYH
npoueaypy TaMOMXKEHHOrO CK/iaja, B TeyeHwe 5 paboumx AHen ¢ AaTbl TAaKOro nepemelleHua Ao
npeAocTaB/ieHNA CBEAEHMN O AaNlbHENLWIMX ONepaLmaX C NeKapCTBEHHbIM NpenapaToM NpeaoCcTaBAsAEeT B
CUCTEMY MOHMUTOPUHIA CBeAEeHWA, NpeaycMOTpeHHble NyHKTOM 3.6. npunoxkeHma N 6 K HacToAWMM
PekomeHpgauyam.

8.2.10. Cy6beKT obpallleHNA NeKapCTBEHHbIX CPEACTB, OCYLECTBAAOWMIN BBO3 JIeKapCTBEHHbIX
npenapatoB B Poccuiickyto Pegepaumnio, nam cybbekT obpalleHnn eKapcTBEHHbIX CPeaCTB, KOTOPOMY
ocywlectBneHa nepefadya npaB CcOBCTBEHHOCTM Ha /NIEKAPCTBEHHbLIM MpenapaTt, MNOMELLEHHbIM noa
TaMOXEHHYIO NpoLeaypy TAMOXKEHHOrO CKNaaa, B TedeHme 5 pabounx gHel ¢ Aathl pelleHms o Bbinycke
NeKapCTBEHHbIX NPenapaToB AN BHYTPEHHEro notpebaeHmsa, NPMHATOrO TaMOXKEHHbIMW OpraHamM, 40
npeaocTaBNeHMA CBEAEHWM O JafNbHedWwux onepaumax C  JIeKapcTBEHHbIMM  Mpenapatamu
NpeaoCcTaBAsET B CUCTEMY MOHUTOPUHTA CBEAEHMA, NPEAYCMOTPEHHbIE NYHKTOM 3.7. npuaoxeHusa N 6 K
HacToALMM PekomeHaaumam.

8.2.11. Mpu nepemeLLeHNM NEKAPCTBEHHbIX NPENapaToB 13 30Hbl TAMOMKEHHOFO KOHTPOA CyObeKT
obpalleHna IeKapCTBEHHbIX CPEeACTB, OCYLECTBAAOWMA BBO3 /IeKAPCTBEHHbIX MpenapaTtos B
Poccuiickyto Peaepaumio, Mam cybbekT obpalleHns NeKapcTBEHHbIX CPeACcTB, KOTOPOMY OCYLLECTB/EHa
nepeaavya npas COBCTBEHHOCTM Ha NEKApPCTBEHHble Mpenapatbl, B TedyeHWe 5 paboumx AHeln cC AaThbl
NPUEMKM /IEeKapCTBEHHbIX MpenapaToB Ha $apMaueBTUYECKMIM CKNag, W 3aBepLlUeHUA TaMOMKEeHHOW



npoueaypbl BbiMycKa ToBapa AN8 BHYTPeHHero notpebneHua (Mam c AaTtbl pelleHMAa O BbiNycKe
JIeKapCTBEHHbIX NpenapaToB A1 BHYTPEHHEero notpebaeHua, NPUHATOro TaMOXEHHbIMM OpraHamu, npu
NPUMeHeHUU NpoLeaypbl YCIOBHOMO BbiNyCKa TOBapOB) A0 NpeAocTaBNAeHUA CBeAeHUI O Aa/ibHEeNLINX
onepaumax € IeKapCTBeHHbIMM npenapaTtamu nNpefocTaBafAeT B CUCTEMY MOHUTOPUHIA CBeAeHUA,
npeaycmoTpeHHble NyHKToM 3.7. npunoxkeHna N 6 K HacToAwmm PekomeHgaumnam.

8.2.12. B pamkax BBO3a /IeKapCTBEHHbIX NpenapaToB B Poccuitckyo Pegepaumio M3 rocyaapcrs -
yneHoB EBPasMMCKOro 3KOHOMWMYECKOrO COl3a AOMyCcKaeTca MNpenocTaB/eHMe CBEAEHWN B cucTemMy
MOHWUTOPUHTa CcybbeKkTamM 0bpaleHna IeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWMMU  OTIPY3KY
NleKapCTBEHHbIX NpenapaTtoB B Poccuiickyto depepaumio (aanee - npAmol nopanoK npenocTaBieHus
cBefleHnit) nan cybbekTom o0bpallleHMA NeKapCTBEHHbIX CPeACcTB, OCYLLIECTBAAIWMM MPUEMKY Ha
bapmaLeBTUYECKUNIN CKNag NeKapCTBEHHbIX NpenapaToB (ganee - obpaTHbIN NOPAAOK NpenocTaBaeHuUs
cBefieHni).

PeweHne o Bblbope npsmoro nopagka NpefocTaBAeHUs cBeAeHW nnbo obpaTHOro nopsaaka
npefocTaBNeHNs CBeAEHUIM MpUHMMaeTca cybbekTamu obpallleHUs /IeKapCTBEHHbIX CpeacTs,
NpeAoCTaBAAWUMN TaKMe CBeAEeHUs, CAMOCTOATENbHO.

[na ocywectsneHus obpaTHOro nopsagKka NPefoCTaBNeHUA CBEAEHUM B JIMYHOM KabuHeTe
cybbekTa o06paleHMa JIeKapCTBEHHbIX CPEACTB, OCYLECTBAAIOWEro OTIPY3Ky JIeKapCTBEHHbIX
npenapaToB B Poccuiickyto deaepaLmio U3 rocygapcTs - 4ieHoB EBPasmMincKOro SKOHOMMYECKOro Coto3a,
[O/MKeH OblTb 3apPerMcTPUpPoBaH CMMCOK COOTBETCTBYIOLLMX PaspelleHHbIX KOHTPAreHToB - CybbeKkToB
obpalleHns NEeKapCTBEHHbIX CPEACTB, OCYLECTBAAOWMX MNPUEMKY JIEKAPCTBEHHbIX MPEenapaToB Ha
dbapmaLLeBTUYECKUI CKNag, Ha TeppuTopumn Poccninckoin depepaumn.

8.2.13. B cnyuyae Bblbopa npsmoro nopsaaka nNpenocTtaBneHus cBeAeHUN CcybbeKT obpalueHus
NIEKapCTBEHHbIX  CPEeACTB, ABNAOWMNCA  AepkaTeseM  WAM  BAAAesbLeM  PerucTpaumoHHOro
YyAO0CTOBEPEHMUA, UAN NPencTaBUTEIbCTBO MHOCTPAHHOM OpraHM3auMm Ha Tepputopumn PoccuincKoi
dPepepaumnm, ABAAIOWENCA AeprKaTeNem WAM BNAAENbLEM PEernmcTpalMoHHOIro YAO0CTOBEPEHUA, B
TeyeHue 5 pabounx AHeln c faTbl OTrPYy3KM NIEKAPCTBEHHbIX NpenapaToB B Poccuiickyto depepauuto us
rocyfapcte - 4neHoB EBpPasMIMCKOro 3KOHOMMYECKOro COK3a [0 MNpPefoCTaBNeHUs CBeAEeHUN O
AaNbHEeNWmMX onepaumax € TaKMMM NIeKAaPCTBEHHLIMM Mpenapatamu npeaocTaBaseT B CUCTEMY
MOHUTOPWHIA CBeAeHMuA, npeaycMoTpeHHble nyHKTom 4.1. npunoxkenHna N 6 K HacToAWMM
PekomeHpgaumam.

Mpu 3ToM CcybbeKT o06paleHns NeKapCTBEHHbIX CPeAcTB, OCYLLECTBAAIOWMA MPUEMKY
NIeKapCTBEHHbIX NpenapaToB Ha ¢dapmaLeBTUUYECKUI CKNad Ha TeppuTopumn Poccuiickon Peapepaunm, B
TeyeHMe 5 paboumx AHeW C AaTtbl PErncTpauuu B CUCTEME MOHUTOPMHIa CBeAEHWM 06 oTrpyske
NleKapCcTBEHHbIX npenapaToB B Poccuickyto Pepepauuto M3 rocyaapcts - 4neHoB EBpasuiickoro
3KOHOMMYECKOro COK3a A0 NpPeaoCTaB/EHUs CBEAEHWMA O [Aa/ibHEMWKUX Onepaumax C TakUmu
IeKapCTBEHHbIMKW NpenapaTamu NOATBEPXKAAET AOCTOBEPHOCTb CBEAEHWUI, COAEPKALUMXCA B CUCTEME
MOHWUTOPUHIA, NyTEM NPeAOCTaBAEHUA CBEAEHNIA B CUCTEMY MOHUTOPUHTA, NPeAyCMOTPEHHbIX MYHKTOM
3.5 npunorxkenuma N 6 K HacToAwmMMm PekomeHaaumnam.

8.2.14. B cnyyae Bbi6opa obpaTHOro nopagKa NpenocTaBNAeHUs cBegeHUI cybbeKT obpalleHus
NEeKapPCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMN NPUEeMKy Ha $apMaLeBTUUYECKUIA CKNag /leKapCTBEHHbIX
npenapaTtoB npu BBo3e B Poccuiickylo Pegepaumio M3 rocydapcts - u4neHoe EBpasmiickoro
3KOHOMMYECKOro CO03a, B TeueHMe 5 paboumx AHel ¢ AaTbl MPUEMKM NIEKAPCTBEHHbIX NPenapaTos 40
npeaocTaBNeHUA CBEAEHUI O AanbHEWWMX onepaumax C TakKMMKU NIeKapCTBEHHbIMK MNpenapaTamm
npeaoCcTaBAAET B CUCTEMY MOHUTOPUHTIA CBEAEHMA, NPeAYCMOTPEHHbIE NYHKTOM 4.2. npuaoxeHusa N 6 K
HacToALMM PekomeHaaumam.

Mpu 3Tom cy6bekT ob6palleHna NeKapCTBEHHbIX CPeaCTB, ABAAIOWMIACA AeprKaTenem Wam
BNAageNbLeM PerncTpaumoHHOro YAOCTOBEPEHUA, WAM NPeACTaBUTENbCTBO CybbeKTa obpalleHus
NeKapCTBEHHbIX CPeacTB Ha TeppuTopumn Poccuiickoin Pegepaunun, B TedeHme 5 paboumnx gHen ¢ gatbl



perncTpauum B CUCTEME MOHWUTOPMHIA CBELEHUMA O MPUEMKe NeKapCTBEHHbIX MNpenapaTtoB Ha
dapmaueBTUYECKMI cKnaa Ha Tepputopun Poccuiickoint ®epepaumm, Ho 40 NpeaocTaBAeHUA cBeAeHUM
0 [anbHenWwunx onepaumax ¢ TaKMMWU JIeKapCTBEHHbIMM MpenapaTamm NoaTBEPXKAAET AOCTOBEPHOCTb
CBELEHWUIN, COAEPIKALLMXCA B CUCTEME MOHWUTOPMHIA O MPUHATLIX JIEKAPCTBEHHbIX NpenapaTtax, nytem
npeaocTaBieHMA CBEAEHUIA B CUCTEMY MOHUTOPUHTA, NPeayCMOTPEHHbIX MYHKTOM 3.5 npunoxeHusa N 6
K HacToALMM PekomeHaauuam.

8.2.15. Mpu ocywecTBieHUn BBOAa B 0OOPOT NEKAPCTBEHHbLIX MPENapaTtoB Ha TeppUTOpUMU
Poccuiickoin depepaumm B pamKax BBO3a JeKApPCTBEHHbIX NpenapaToB B Poccuiickyio Pegepauumto u3
rocygapcte - 4YneHoB EBPAsMIMCKOro SKOHOMMYECKOFO COH3a CyOBEKT 0OpalleHMA eKapCTBEHHbIX
CPeACTB, OCYLLECTBAAIOWMNA NpuemMKy Ha dapmaueBTUYECKUI CKNag, NeKapCTBEHHbIX MpenapaTtos, B
TeyeHue 5 pabounx gHel ¢ gaTbl NONYYEHUSA AOKYMEHTOB O NMOATBEPKAEHUN COOTBETCTBUA NPOLYKLNM
00 NpefoCTaBAeHUs CBEAEHMA O AaslbHEMNX Onepaumsax ¢ TaKMMKU JIEKapCTBEHHbIMM NpenapaTtamu
npeaoCcTaBAseT B CUCTEMY MOHUTOPUHIA CBeAEHUNA, NpeayCMOTPeHHbIe NYHKTOM 4.3. npuaoxeHna N 6 K
HacToAwmUMm PekomeHaaumnam.

8.3. MopAaaoK B3aMMoOAEincTBUA YUYACTHUKOB JKCNEpPUMMEHTa, BK/lOYas nepeyeHb U NOPALOK
BHeceHUA MHPOpMaALMU B CUCTEMY MOHUTOPUHIA, NPU OCYLLECTBIEHUU onepaumii C¢ TpPeTU4YHOM
(TpaHcnopTHOI) ynaKoBKoIiA:

8.3.1. Mpw ocywecTBNEHNM arperMpoBaHms cybbeKT obpalleHnsa NeKapCTBEHHbIX CPeACTB HAHOCUT
Ha TPETUYHYO (TPAHCMOPTHYIO) YNAaKOBKY IEKAPCTBEHHOMO NpenapaTta rpynnoBoi Kog, U NpesfocTaBaser
B CMCTEMY MOHWTOPWHIa CBEAEHWs, NPeayCMOTPeHHble MyHKTOM 1 npuaoxkeHua N 7 K HacToAWMM
PekomeHaauusam, 40 NPeLoCTaBAeHNA CBEAEHUN O AajlbHENLLMX OMepaumax ¢ TaKMM JIeKapcTBEHHbIM
npenapaTom.

8.3.2. Mpwn pacbopmmpoBaHNN TPETUYHOM (TPAHCNOPTHOM) YNaKOBKM NeKAapCTBEHHOro NpenaparTa,
M3bATUM JIEKAPCTBEHHbIX NpenapaTtoB M3 TPETMYHOW (TPAHCMOPTHOM) YMNAKOBKM JIEKAPCTBEHHOIO
npenaparta, AOMNOAHUTENIbHOM BJIOXKEHMM JIEKAPCTBEHHbIX MPEnapaToB B TPETUYHYI (TPAHCMOPTHYIO)
YNaKoBKY JIEKAapCTBEHHOro npenapata CybbeKT obpaleHMa NeKapCTBEHHbIX CpeacTts  Ans
NIeKapCTBEHHbIX MPEnapaTtoB, HaxoAsAWMXCS Ha TeppuTopuu Poccuiickoit degepauumn, B TedyeHue 5
paboumx gHel wuAn ANA NeKapcTBEHHbIX MPenapaToB, HaxXxo4AWMXCA BHe TeppuTopumn Poccuiickoin
depepauum, B TeyeHne 20 paboumx gHelt c AaTbl COOTBETCTBYHOLWEN Oonepauumn C JIEKapCTBEHHbIMM
npenapatamm WM TPETUYHOW (TPaHCNOPTHOM) YMAKOBKOW NEeKapCTBEHHOro npenapaTta, HO Ao
npenocTaB/ieHna CBeAeHM O Aa/IbHENLWMX OMepaumax C TaKMMM NIeKapCTBEHHbIMM NpenapaTammn uamn
TPeTUYHOM (TPaHCNOPTHOWM) YMAKOBKOM JIEKAPCTBEHHOrO npenapata npeaoCcTaBAslOT B CUCTEMY
MOHUTOPUHIa CBEeAEHUA, NPeayCMOTPEeHHble MNyHKTamu 2 - 4 npunoxeHna N 7 K HacToAWwMMm
PekomeHpgauyam.

8.3.3. [oraweHne rpynnoBoro Koga TPETUYHOM (TPAHCMOPTHOM) YNAKOBKU NEKAPCTBEHHbIX
npenapaToB NP U3bATUU U3 HEe BTOPUYHDBIX (NOTPebUTENbCKMNX) YNAKOBOK IEKAaPCTBEHHbIX NpenapaTos
(a Npun nX OTCYTCTBUM - NEPBUYHbLIX YNAKOBOK SIEKAPCTBEHHbIX NPenapaToB) NPOU3BOAUTCA TONbKO B TOM
Clyyae, ecan Mo pesy/nbTaTaM COBEPLUEHWMA onepaumMyM B TPETUYHOM (TPaAHCNOPTHOWM) ynaKkoBKe He
OCTaNIoCb APYrMX YNaKOBOK J/IeKAapCTBEHHbIX MPenapaToB, YTO MNOATBEP)KAAETCA AaHHbIMU CUCTEMDI
MOHMUTOPUMHIa. Bo BCex ocTasbHbIX CAy4asx B CUCTEME MOHWUTOPMHIA OEeNaeTca OTMETKa O BHECEHWUM
N3MEHEHWI B COCTaB TPETUYHOM (TPAHCNOPTHOW) YNAaKOBKM IeKapCTBEHHbIX NPenapaTos.

B cnyyae pachopmmpoBaHUs TPETUYHOM (TPAHCMOPTHOWM) YNAaKOBKM NEKAPCTBEHHOrO Npenapara,
YKa3blBaeTCs COOTBETCTBYIOLWMIA FPYNMNOBOM KOA TPETUYHOM (TPAHCMOPTHOM) YNaKOBKMU IEKAPCTBEHHOTO
npenapata. MpyM 3TOM B CUCTEME MOHWUTOPUHIA OCYLLECTBASETCS MOralweHue rpynnoBoro Koaa
pacdopmMMpOBLIBAEMON  TPETMYHOW  (TPAHCMOPTHOM) YMNakKoBKW, HO  cepuiiHble rnobasbHbie
NMAEHTUOMKALMOHHbIE HOMEPa TOProBbIX eANHUL, OCTalOTCA B 060poTe.

8.3.4. Mpu npoBegeHMM oOMNepaLuit C NEKAPCTBEHHbIMW MpenapaTtamu, arpervMpoBaHHbIMU B
TPETUYHYIO (TPAHCMOPTHYIO) YNAKOBKY, B CAy4aax, NPeayCMOTPEHHbIX HAaCTOALWMMKN PekomeHaaumamu,



[OMyCKaeTca nepegaya CBeAEHMI O TPynrnoBOM Koge TPEeTUYHOW (TpaHCMOPTHOWM) ynakoBkM 6es
YKa3aHUA CepumnHOro rnobanbHOro MaAeHTMPMKaUMoOHHOIrO HoMepa TOProBoMn eauHULbI.

Mpu 3ToM nepegaya cCBeAEHW O TPYNnoBOM Koae TPEeTUYHOW (TPaHCMOPTHOM) YMaKOBKM
CYMTaeTca paBHO3HAYHOM nepegaye CBeAeHU 0 CePUMHbIX rMobanbHbIX MAEHTUDMKALMOHHBIX HOMepax
YNaKOBOK /IeKapCTBEHHbIX MPenapaTos, COAEPKALUUXCA B AaHHOW TPETUUYHOM (TPaHCNOPTHON) YyNaKoBKe
no AaHHbIM CUCTEMbI MOHUTOPWUHTa.

8.4. MNopAaaoK B3aMMOAENCTBUA YYACTHUKOB JKCNEPUMMEHTa, BK/lOYasa nepeyeHb U NOPALOK
BHeceHMA MHPOpMauunM B CUCTEMY MOHUTOPUHra, NpuU 060poTe U BHYTPEHHEM nepemelleHun
NIeKapCcTBEHHbIX NPenapaTos:

8.4.1. CybbeKT obpalleHna NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIOWNIN nepemelleHme
JIeKApPCTBEHHbIX NPENAPATOB MEXKAY afApPecaMm MECT OCYLLECTBAEHNA AEeATENbHOCTM COrNAcHO ANLEH3UN
(c yyueTom TaKMx BUOOB AeATE/NbHOCTU, KaK NPOU3BOACTBO SIEKAPCTBEHHbIX CPeacTB, dapmaLeBTUYECcKan
N MegMUMHCKaA OeATeNbHOCTb, AeATeNbHOCTb Mo 060pOoTYy HAPKOTUYECKMX CPencTB, MCUXOTPOMHbIX
BEWEeCTB M WX NPEKypcopoB, KyNbTUBMPOBAHWUIO HAPKOCOAEPIKALMX pacTeHuit) u  (uan)
bapmaLeBTUUECKMMM CKNajamu, B TedeHue 5 paboumx aHein ¢ daKTMYecKoW AaTbl nepemelLeHus
NIeKapCTBEHHbIX NpenapaToB A0 MNPefoCTaBleHUA CBEAEHUWA O [ajJlbHEMWMX ONepaumax C TaKUmM
NleKapCTBEHHbIMW NpenapaTaMn NpesoCcTaBAAET B CUCTEMY MOHUTOPUHTA CBEAEHUA, NPeayCMOTPEHHble
nyHKTOm 1 npmnnoxeHua N 8 K HacToAWwmMM PekomeHgaumam.

anIBeFI,eHHbIe B HaCTOoAWEM TMYHKTE Tp86OBaHI/I‘r'I NMPUMEHAIOTCA CY6beKTaMVI 06paLIJ,EHMFI
NEeKapCTBEHHbLIX CpeacTts, B TOM 4Yucae nocCrtaBWUKamum NOrMCTUHeCKuxX ycnyr, npu npegocraBieHun
CBGAEHMVI B cucremy MOHUTOPUHIa 06 o6op0Te NEKapPCTBEHHbIX MPENApPaToB B pPaMKax
rocygapCrBeHHOro 1eKapCrBeHHOoro obecneyeHus.

8.4.2. TMpn nepefaye NeKapCTBEHHbIX MpenapaToB Mexay cybbekTamuM obpalieHus
NleKapCTBEHHbIX CPeACTB AOMNYCKaeTca NpeaocTaBleHMe CBeAleHU B CUCTEMY MOHUTOPUHIA CybbeKToM
06 palleHna NeKkapcTBEHHbIX CPeACTB, OCYLLECTBAAIOLWMM Nepenady NeKapcTBeHHbIX NpenapaTos (ganee
- NPAMON NOPAAOK NPeaocTaBieHUs cBedeHnin) uan cybbekTom obpallleHMsa NeKapcTBEHHbIX CPeacTs,
OCYLLECTBAAOLWMM NPUEMKY NeKapCTBEHHbIX NpenapaToB (ganee - obpaTHbIN NOPAAOK NpeaocTaBaeHus
cBeaeHui).

PeweHne o BbibOpe NpAMOro nopsgKa npenocTaBNeHUs CBedeHul nMbo obpaTHoro nopasgKa
npeaocTaBNeHna CBeAeHW NPUHUMAETcs CcybbekTamu obpalieHua  IeKapCTBEHHbIX  CPeAcTs,
NpeAoCTaBAAIOWMMM TaKNE CBEAEHMNA, CAMOCTOATE/NbHO.

Ona ocywecteneHns obpaTHOro nopsAgKa npenocTaBNAeHUs CBedeHUA B AMYHOM KabuHeTe
cybbekTa o06palleHnAa NEeKapCTBEHHbIX CPEeACTB, OCYLLEeCTBAAIOWEro nepegady JeKapCTBEHHbIX
npenapaTos, A0/XKeEH 6bITb 3apPErMcTPUPOBaH CMUCOK COOTBETCTBYIOLWMX PA3pELLEHHbIX KOHTPAreHToB -
Cy6bEKTOB 0OpalleHMA NeKApPCTBEHHbIX CPEACTB, OCYLLECTBAAOWMX MNPUEMKY 3TUX JIeKapCTBEHHbIX
npenapaTos.

MNpuseaeHHble B nyHKkTe 8.4.3. u nyHKTe 8.4.4. HactoAwMmx PekomeHpaumii TpeboBaHuA
NPUMEHATCA CcybbekTaMM 0OpaLLleHUAs NEeKapCTBEHHbIX CPeACTB, B TOM 4YMC/Ie MOCTaBLMKAMM
NOTUCTUYECKUX YCAYr, NpU NPeaoCTaBNeHUN CBEAEHUWA B CUCTEMY MOHUTOPWUHra 06 obopoTe
NIeKapCTBEHHbIX NPENapaToB B PaMKax rocyLapCTBEHHOMO JIEKAapPCTBEHHOIO obecneyeHus.

8.4.3. B cnyyae BbibOpa nNpAmoro nopsAKka NpenocTaB/eHMA CBeAeHUM CcybbeKT obpalleHus
JIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAILNN Nepenady NeKapCTBEHHbIX NpenapaToB ApyroMy cybbekTty
obpallleHna NeKapCTBEHHbIX CPeACcTB B pPamKax rpax[aHCKO-NpaBOBbIX OTHOLLEHWI, B TedyeHue 1
pabouero AHA ¢ dhaKTUUYECKOW AaTbl OTFPY3KKU JIEKAPCTBEHHbLIX NpenapaToB NpeaocTaBAseT B CUCTEMY
MOHUTOPUHIa CBeAEHMA, MNpPenyCMOTPEeHHble MNyHKTOM 2 npunoxeHma N 8 K HacToAwMm
PekomeHpgauuam.



Mpu 3TOoM CcybbekT o0bOpalleHNa NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIOWMA MPUEMKY
JIeKAPCTBEHHbIX MPenapaToB OT Apyroro cybbekTa obpalleHMA NeKapCTBEHHbIX CPeACTB B pPaMKax
rPa*kA4aHCKO-NPABOBbIX OTHOLWEHWUIM, B TeyeHWe 1 pabodero AHA C [aTbl perucTpaumm B cucTeme
MOHUTOPUHIA CBEAEHWUI 06 OTIPY!KEHHbIX NEKAPCTBEHHbIX NpenapaTax 40 NpeAoCTaBAeHMA CBEAEHUI O
OANbHENWMX onepaumax € TaKMMW NEeKAaPCTBEHHbIMW MpenapataMmn MNoaTBEPrKAAET A0CTOBEPHOCTb
CBEAEHUI, CoAepMKallUMXCA B CUCTEME MOHWTOPWHIA, MyTem MNpeaoCTaBAeHUA CBEAEHUU B CUCTEMY
MOHUTOPUHIa, NpeayCMOTPeHHbIX NYHKTOM 4 npunoxeHna N 8 K HacToAawmm PekomeHaaumam.

MNpueBeneHHble B ab3aue 1 HacToAlWwero nyHKTa TpeboBaHWMA npuMmeHATCA cybbekTamu
obpalleHna NeKapCTBEHHbIX CPEACTB NPU OTIPY3Ke JIeKAPCTBEHHbIX MPenapaTosB ApYyromy cybbekTty
06palLleHnA NeKapCTBEHHbIX CPeACTB, He OCYLLEeCTBUBLLEMY PErUCTPALMIO B CUCTEME MOHUTOPUHIA UK
BHECeHWe B CUCTEMY MOHUTOPMUHIa nepeyHA afpecoB MeCT OCYLecTBAeHUA AeATeNbHOCTU COrnacHo
NYHKTY 7.12. HacToAwmx PekomeHpauni, UamM npu BblBO3€e JIEKAPCTBEHHOMO NpenapaTta ¢ TeppuTopun
Poccuitckon ®epepauunn Ha TeppUTOPUIO APYrOro rocyaapcTea - YaeHa EBpasninckoro sSKOHOMMYECKOTo
cotosa.

8.4.4. B cnyyae Bblbopa obpaTHOro nopsagKa nNpenocTaBneHUA cBeneHui cybbekT obpalleHus
NNeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMN NMPUEMKY JIeKapCTBEHHbIX MPENapaToB OT APYroro cybbekTa
obpalleHns NeKapCTBEHHbIX CPEACTB B PAaMKax TrParkAaHCKO-NPaBOBbIX OTHOLIEHWH, B TeyeHue 1
paboyero gHs ¢ 4aTbl NPUEMKM NEKAPCTBEHHbIX MPenapaToB NPesoCTaBAAET B CUCTEMY MOHUTOPUHIA
CBEAEHMA O NPUHATLIX IEKAPCTBEHHbIX NpenapaTtax, NpPeaycMOTPeHHble NyHKTOM 3 npuaoxkeHua N 8 K
HacToALMM PeKomeHaaumam.

Mpu 3TOM CcybbeKT obpaweHna NEeKapCTBEHHbIX CPEeACTB, OCYLLEeCTBMBLIMIA  nepeaavy
NNeKapCTBEHHbIX MPenapaToB ApPYyromy CybbeKTy ob6palleHus SeKapCTBEHHbIX NPenapaToB B pamMKax
rPa’kAaHCKO-MPABOBbLIX OTHOWEHMWIM, B TedeHue 1 paboyero AHA ¢ AaTbl perncrpaumm B cucteme
MOHUTOPUMHTIA CBeAEHMUI O MPUHATBIX IeKapCTBEHHbIX NpenapaTtax, HO 40 NPeAoCTaBNeHnsa CBeAEHUIN O
JafbHENWMX onepaumsax C TAaKMMKM JIEKAPCTBEHHbIMM MpenapaTtamMmu MNOATBEPKAAeT [0CTOBEPHOCTb
CBEAEHUI, COAEPKALMXCA B CUCTEME MOHUTOPMHIA O NepeaaHHbIX JIEKAPCTBEHHbIX NpenapaTtax, nyTem
npeaocTaBNeHnsA CBeAeHUI B CUCTEMY MOHUTOPUHIA, NPeAYyCMOTPEHHbIX MYHKTOM 4 npunoxkeHus N 8 K
HacToALWMM PekomeHaaumam.

8.4.5. CybbeKkT o0b6palleHna NEeKapCTBEHHbIX CPEACTB, OCYLECTBAAIOWMIA  KOHTpPaKTHoe
(nogpsagHoe) NPoM3BOACTBO SIEKAPCTBEHHBIX NPenapaToB Ha Tepputopun Poccuiickon depepaumu, npu
nepefavye JI€KapCTBEHHbIX NpenapaToB (roTOBOM MpPOoAyKUMKM) cybbeKTy obpalleHus NeKapcTBEHHbIX
CPeacTB, ABNAOWEMYCA 3aKa3UMKOM TaKOro KOHTPAKTHOro (NoApsAHOro) NpousBOACTBa, B TeyeHue 5
pabounx AHel ¢ gaTbl Nepenayn NeKapCTBEHHbIX NpPenapaToB NPeaocTaBAseT B CUCTEMY MOHUTOPUHIA
CBeAEHMSA, NPeayCMOTPEHHbIE NYHKTOM 5 npunoxKeHna N 8 K HacToALWMM PeKomeHaaumnam.

Mpu aToM cy6BEKT 06paLLEHMA NEKAPCTBEHHbIX CPeACTB, ABNAIOLLMIACA 3aKa3YMKOM KOHTPAKTHOroO
(nogpagHOro) NpoMs3BoACTBA NEKAPCTBEHHbIX NPENapaTos, B TedyeHne 5 paboumx gHel ¢ AaTbl NPUEMKU
NeKapCTBEHHbIX MPEenapaTtoB M pPerucTpauum B CUCTEME MOHWUTOPWMHIA CBeAEeHWI O nepegaHHbIX
NeKapCTBEHHbIX MpenapaTtax, A0 MPeAOCTaBNAeHUA CBEAEHWM O AanbHeWWMX onepauusax C TakMmu
NeKapCTBEHHbIMUM NpenapaTamu NOATBEPMKAAET AOCTOBEPHOCTb CBEAEHWUI, COAEPIKALUMUXCA B CUCTEME
MOHMWTOPMHTA O NepeAaHHbIX NEKAPCTBEHHbIX NpenapaTtax, NyTem nNpeaocTaBAeHUsA CBeAEeHUI B cuctemy
MOHMWTOPMHTA, NPeAYCMOTPEHHbIX NYHKTOM 4 npunoxKeHua N 8 K HacToAwmMMm PekomeHaaumam.

8.4.6. Mpu nepepaye NeKapCTBEHHbIX NpenapaToB B MecTa OTMYCKa B paMKax rocygapCTBEHHOro
NeKapcTBeHHOro obecneyeHns NOCTaBLUMK NOTUCTUYECKUX YCAYr B TedeHue 1 paboyero gHsa ¢ AaTbl
COOTBETCTBYIOWEN OMNepauMm NpeaocTaBAseT B CUCTEMY MOHUTOPWHra CBeAeHuA, NPeayCMOTPEeHHble
MYHKTOM 6 npunoxkeHna N 8 K HacToALMM PekomeHaaumam (ecam MecTo OTryCcKa He ABAAETCA MecTom
OCYLLEeCTBNEHMA AeATeIbHOCTM NOCTaBLUMKA NOTUCTUYECKUX YCayT).

Mpu 3Tom cybbeKT o06palleHna NeKapCTBEHHbIX CPeACTB, ABAAIWMNACA  noaydYaTenem
NeKapCTBEHHbIX NpenapaTtos, B TedyeHue 1 paboyero AHA € AaTbl NPUEMKM IEKAPCTBEHHbIX NPenapaTos U



perncTpauum B CUCTEME MOHWUTOPUHIA CBEAEHMMA O MepefaHHbIX NIeKAPCTBEHHbIX MpenapaTtax, Ao
npenocTaBNeHnA CBEAEHUI O [afbHENWMX Onepaumax C TaKMMW NIEKapCTBEHHbIMKW MpenapaTamu
noaTBepKAaEeT A0CTOBEPHOCTb CBEAEHMUMN, COAEPMKAWMXCA B CMCTEME MOHWUTOPMHIA O NepesaHHbIX
NIeKApCTBEHHbIX MNpenapaTtax, MyTem MpPeaoCTaBAeHMA CBEAEHWI B CUCTEMY MOHMUTOPWHIA,
npeaycMmoTpeHHbIX NYHKTOM 4 npunoxeHna N 8 K HacToAawmm PekomeHgaumam.

8.4.7. CybbeKT 0bpalleHnsa IEKapPCTBEHHbIX CPEACTB, HE OCYLLECTBMBLLWNI PErUCTPaLMUIO B CUCTEME
MOHWUTOPUHIA WIN BHECEHME B CUCTEMY MOHUTOPUHIA MNEepPeyHA aopPecoB MECT OCYLLeCTB/IEHUA
OEATeNbHOCTM Ha MOMEHT MNpeaocTaB/ieHUAa CBeAEHWM COrnacHo NyHKTY 8.4.3. HacToAwmX
PekomeHaaumin, B TeyeHme 5 paboumx gHen ¢ fatbl permcTpaumm B CUCTEME MOHUTOPUHIA U BHECEHMA
nepeyvyHsa agpecoB MeCT OCYLLEeCTBAEHMA AeATeNbHOCTUM NpPefocTaB/AeT B CUCTEMY MOHUTOPMUHIA
cBefeHua, npeaycMoTpeHHble NYHKTOM 7 npunoxkeHua N 8 K HacToAwmm PekomeHaaumam.

8.4.8. B cnyvyae HaxoXAeHUA MecTa OCYLLeCTBAeHUA AeATe/IbHOCTU NoJiyvyaTensa NeKapCTBEeHHbIX
npenapaToB B OTAA/IEHHbIX UAW TPYAHOAOCTYMHbIX MECTHOCTAX (33 UCK/IOYEHUEM FOPOAOB, PAaMOHHbIX
LEeHTPOB (KpoMe agMUHUCTPATUBHBIX LLEHTPOB MYHMLMMNAJbHbLIX PAaiOHOB, ABASAIOWMNXCA €ANHCTBEHHbIM
Hace/IeHHbIM NMYHKTOM MYHULMMNAAbHOIO paiioHa), NOCeNIKOB rOPOACKOro TUMa), yKasaHHbIX B nepeyHe
OTAANEHHbIX UAW TPYAHOAOCTYMHbIX MECTHOCTEW, YTBEPKAEHHOM OPraHOM FOCyapCTBEHHOW BAACTU
cybbekTa Poccuiickoit depepaumm, cybbekT obpallleHUA NeKapCTBEHHbIX CPeacTB, NpeaocTaBadeT B
CUCTEMY MOHWTOPWHIa cBefeHuA cornacHo NyHKTy 8.4.3., nyHKTy 8.4.4. n nyHKTy 8.4.6. B TeyeHue 5
pabounx gHel ¢ COOTBETCTBYIOLLEr0 MOMEHTA HAaCTyNAeHMA cobbITuA.

8.49. TMpu nepegaye degepanbHbIM  OPraHam  UCMOJNHUTE/NIbHOW  BAAcTW,  OpraHam
rocyf,apCcTBeHHOM BAacTh cybbekToB Poccuiickoli depepaumm U yNoSHOMOYEHHBIM MMM OpPraHU3aumuam
NIeKapCTBEHHbIX MPENapaToB, 3aKynaembix 45 HYX4 060pPOHbI CTPaHbl U 6e30MacHOCTU rocyaapcTBa, B
Uensx WMCKNIYEHUA BO3MOMKHOCTM PACKPLITUA CBEeAEHMMN, OTHECEHHbIX K FOCYAapCTBEHHOW TaliHe,
CyObEKT 0b6palleHus NIeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIOWMIN nepesadyy TaKUX JIeKapCTBEHHbIX
npenapaTos, B TeyeHue 5 pabounx aHelt ¢ AaTbl paKTUUECKOW OTIPY3KM NEKAPCTBEHHbLIX MPenapaTos
npeAacTaBAseT B CUCTEMY MOHUTOPMHTA CBEAEHMA O BbIBOAE NEKAPCTBEHHbIX MPenapaToB M3 060poTa, 3a

won

WCK/IIOYEHNEM CBEAEHMIA, NPeayCMOTPeHHbIX noanyHktamu "e" - "u" nyHkta 1 npunoxkeHuna N 9 K
HacToALWMM PekomeHaaumam.

¢opmaT nepegasaembix CBEAeHMﬁ npeanocraBiAeTcA cy61:euTy 06paLLI,eHMFI NEeKapCTBEHHbIX
cpeacts  yno/IHOMOYEHHbIM  OpPraHoOmM BJ/1aCTH, ABNAAKOWMMCA 3aKa34YMKOM TroCyaapCTBEHHOIo WU
BE€4OMCTBEHHOIO KOHTPAKTa Ha NMNOCTABKY JIEKAPCTBEHHbIX NMPeNapaToB.

8.4.10. CeegeHna 06 0bopoTe NIeKapCTBEHHbIX NPenapaToB, A40CTYN K MHPOPMaLUN O ABUNKEHUN
KOTOPbIX OrpaHUYeH 3aKoHoAaTeNbCTBOM Poccuiickoit Peaepaumm, nepegatotcsa cybbekTom obpalleHums
NEeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOLWMM Nepeaady IeKapCTBEHHbIX NPenapaTos, COrNacHo

8.5. MopAfoK B3aMMOAENCTBUA YYAaCTHMKOB DJKCMEPUMEHTA, BKAIOYAA nepeyeHb UM MNOPALOK
BHECEeHMA WHPOpMauMM B CUCTEMY MOHUTOPUHIA, Npu BbiBoAe U3 060pOTa JIeKapCTBEHHbIX
npenapartos:

8.5.1. CybbeKT obpalleHnAa NeKapCTBEHHbIX CPeAcCTB, OCYLWECTBAAIOWMIA BbiBog, U3 0bopoTa
NeKapCTBEHHbIX NPENapaToB (3a UCKNOYEeHNEM BbIBOAA M3 060pOTa IEKAPCTBEHHbIX NpenapaTos nyTem
oTbopa 06pasLOB, PEIKCNOPTa UAM Nepenadm Ha YHUUTONKEHUE), B TedeHUe 5 paboumx aHen ¢ AaTthbl
COOTBETCTBYIOWEN OMNepauMM NPesocTaBAseT B CUCTEMY MOHUTOPWUHIA CBeAEHWA, NPesyCMOTPEHHbIe
nyHKTOM 1 npunoxeHma N 9 K HacToAlwmMM PekomeHaaumam.

CybbeKTbl o0bpalleHMs /leKapCTBEHHbIX CPeACTB, OCYLECTBAAIOWME PO3HUYHYIO MPOAAXKY
NeKapCTBEHHbIX NPenapaToB, MapKUPOBaHHbIX CPEACTBaMM MAEHTUGMKAUMKM, NPU HAaAUYMK NO agpecy
MeCTa OCYyLLEeCTB/IeHNA [AeATeNbHOCTM KOHTPO/IbHO-KAacCoBOW TexHWUKWU, obpabaTbiBalowein Koapbl
NpPOBepKK, nepeaaroT MHPopmaLMio O BbiBoae M3 060poTa /leKapCTBEHHbLIX NPenapaTtoB B CUCTEMY
MOHUTOPMHIA C WCMNOMb30BaHUEM KOHTPOJ/IbHO-KAaCCOBOM TEXHWMKM, 33 WCKAOYEHMEM Cyyaes,



npeaycMmoTpeHHbix PegepanbHbiM 3akoHOM "O MNPUMEHEHUM KOHTPO/IbHO-KAcCOBOWM TEXHUKU MpwU
ocyuecTsaeHmnn pacdyetoB B Poccuiickoin ®eaepaumn'.

CybbeKTbl 0bpalleHMa JIeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOWME BblAavyy /NEeKapCTBEHHbIX
npenapaTtoB Mo /IbrOTHbIM peLenTam, nepeaatoT MHGOPMaLMIO O BbiBoAe M3 060OpPOTa IEeKAPCTBEHHbIX
npenapaTtoB B CUCTEMY MOHUTOPMHIA C MCMOJIb30BaHMEM KOHTPOJIbHO-KacCoBOW TEXHUKU WK
perncTpaTopos BbibbITUA, NPeAoCTaBAAEMbIX ONEePaTOPOM CUCTEMbI MOHUTOPUHTA (MpY Haanuum).

CybbeKkTbl obpalleHunn JIeKapCTBEHHbIX CPEeACTB, He OCyLLecTBAsfoWwmMe AesTeNbHOCTb Mo
PO3HUYHON TOProBse /NEeKapCTBEHHbIMW MNpenapaTamu, nNpu BbliBoge W3 obopoTa MyTem BblAauu
NeKapCTBEHHbIX MPEenapaTos Mo /IbFOTHOMY PeLenTy WAK OTMYCKa <2> NeKapCTBEHHbIX NpenapaTtos Ana
MeAMLMHCKOrO NPUMEHEHUA MPX HaMYMM PErncTpaTopos BbibbITUA, NPeAOCTaBAAEMbIX ONepaTopom
cMcTeMbl MOHUTOPUHTA, NepeaatoT HGopmaumio o BbiBoAe M3 060poTa IeKapCTBEHHbIX NPenapaTos B
CMCTEMY MOHMTOPUHTA C UCMO/Ib30BaHMEM PErUCTPaTOPOB BblGbITUSA.

<2> Mopg "OTNYCKOM NIEKAapCTBEHHbIX NPENapaToB A8 MeAMUMHCKOro NpumeHeHus" B AaHHOM
[OKYMeHTe noapasymMeBaeTcA BHYTPEHHAA, 63 M3MeHeHUs npaB COOCTBEHHOCTM Ha J1€KapCTBEHHbIN
npenapaT, IOrMCTUYECKAn onepauus, BbINOJHAEMAasa C SIEKAPCTBEHHbIM MPENapaToM B MeaMULMUHCKOM
OpraHM3aumn, nocse BbIMONHEHUA KOTOPOM NPEKPaLLaeTca OTCAeXMBaHME ABUKEHWA IEKAPCTBEHHOTO
npenaparta B CUCTEME MOHUTOPUHTA.

OcHalleHne cybbeKTOB 06palLleHMA NeKapCTBEHHbIX CPeACcTB, YKAa3aHHbIX B HACTOALLEM MYHKTE,
perncTpaTopamm BblObITUA OCYLLECTBAAETCA OMNepaTopoM CUCTEMbl MOHWTOPUHra Ha 6e3BO3Me3HOM
OCHOBe. B Lensx Takoro ocHalweHMA B nNepuog dKCnepumeHTa CybbeKTbl 06palLeHUsa eKapCTBEHHbIX
CpeacTB HanpaBAsOT 3asBKY B afpec onepaTtopa CMCTeMbl MOHUTOPWUHra no ¢dopme, NpMBeLEeHHON B
nyHkTe 2 MpunoxeHna N 11 K HacToAwmMMm PekomeHaaumnam.

8.5.2. CybbeKT obpalleHna NeKapCTBEHHbIX CPeAcTB, OCYLLECTBAAIOWMIA BbiBOA4 W3 060poTa
JIeKapCTBEHHbIX NpenapaToB NyTem oTbopa ob6pa3LLoB Npu BBO3e NapPTMM JIEKAPCTBEHHbIX NPEnapaTos B
Poccuiickyto Pepepaumto, B TeueHMe 5 pabounx gHel ¢ gatbl NpeaocTaBieHUa B CUCTEMY MOHUTOPUHTa
CBEAEHUIN O MPUEMKE NIEKAPCTBEHHbIX NpenapaToB Ha ¢apmaueBTUYECKUI CKNaa, A0 NpeaocTaBAeHus
CBEAEHWUIN O AaNbHENLMX onepaumax C SIeKapPCTBEHHbIMKW MpenapaTaMmn yYKasaHHOM napTum, obpasubl
KOTopoin 6bliv OoTOBpaHbl, NpenocTaBAseT B CUCTEMY MOHWUTOPMHIA CBEAEHWs, MpPeayCMOTPEHHble
NyHKTOM 2 npuaoxeHua N 9 K HacToAwmm PekomeHgaumam.

8.5.3. CybbeKT obpalleHMA NEeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMI BbiBO4 M3 obopoTa
NNeKapCTBEHHbIX NPenapaToB NyTem nepeaayn NeKapcTBeHHbIX NPEnapaToB Ha YHUUTOXKEHME, B TeYeHUe
5 pabouunx gHel ¢ gatbl Nepeaadn Ha YHUUTOXKEHME NIeKaPCTBEHHbIX MPenapaToB 40 NpeaocTaBieHus
cBeAeHMUl 0 GaKTe YHUUTOKEHUA NEKAPCTBEHHbIX NPenapaToB NpeaocTaBaseT B CUCTEMY MOHUTOPUHIA
CBeAEHMSA, NPeayCMOTPEHHbIE NYHKTOM 3 npuaoxKeHua N 9 K HacToALWMM PekomeHaaumnam.

Mo uToram YHUUTOXEHWA NeKapPCTBEHHbIX MpenapaTos CY6'beKT O6anJ,E'HMFI NeKapCTBEHHbIX
cpeAacts, OCVLLI,GCTBVIBLLIMIZ nepefayy JNeKapCTBEHHbIX MPenapaTtoB Ha YHWUYTOXeHue, B TeyeHue 5
pa6oqv|x ,a,Heﬁ C OaTbl NONy4YeHUA aKTa 0b YHUUTOXKEHUN MNPEeOOCTaBNAET B CUCTEMY MOHUTOPUHIA
cBefeHua, npeaycMmoTpeHHble NYHKTOM 4 npunoxxeHua N 9 K HacToAWMM PekomeHgaumam.

8.5.4. CybbeKT obpalleHMA NEeKapCTBEHHbIX CPEACTB, OCYLIECTBAAIOWMI BbiBO4 M3 obopoTa
NeKapCTBEHHbIX MPenapaToB MyTeM OCYLUECTBJEHMA PE3KCMopTa, B TeyeHUe 5 pabounx gHel co AHA
pelleHna 0 pPeaKcnopTe, MPUHATOrO TAMOMKEHHbIMWU OpraHamu, NPeaoCTaBAfeT B CUCTEMY MOHUTOPUHTA
CBeAEHMSA, NPeayCMOTPEHHbIe NYHKTOM 3.6 npuaokeHna N 6 K HacToAwMM PekomeHaaumnam.

8.5.5. B c/lyyae BO3HWKHOBEHUA HEOBX0ANMMOCTUN CybbeKTOM 06palleHMA NeKapCTBEHHbIX CPeacTB
MOXeT bbITb OCYLLLECTB/IEH MOBTOPHbIV BBOA B 060POT IeKapCTBEHHbIX MPenapaTos, paHee BbiBegeHHbIX
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M3 obopoTta B pe3ynbTate peakcrnopTa, oTbopa o06pa3uoB M CNMCAHMA, WAM  MOTYT OblTb
3aperncTpmpoBaHbl CBeLeHUA 0 BO3BPpaTe paHee BbiBEAEHHbIX M3 060pPOTa IEKAaPCTBEHHbIX NPENapaTos.

Mpu ocyuwecTBieHMn NOBTOPHOrO BBOAA B 0DOOPOT JIEKAapPCTBEHHbIX MPenapaTtoB MAW BO3BpaTa
paHee BbiBeAEHHbIX M3 06OPOTa /IEKAPCTBEHHbIX MpenapaTtoB cybbeKT obpalleHus NeKapCTBEHHbIX
CpencTB, paHee OCYLECTBUBLUWNI BbiBOA, M3 060pOTa /IEKAPCTBEHHbIX NPEnapaToB UAWM BbIMYCK TaKMX
JIeKapCTBEHHbIX MpenapaToB BHe TeppuTopun Poccuiickolt dPepepaummn (B cnydae peskcrnopTa), B
TeyeHne 5 paboumnx gHel ¢ AaTbl COOTBETCTBYIOLWEN Onepaummn NpeaocTasineT B CUCTEMY MOHUTOPUHIA
cBefeHus, npeaycMmoTpeHHble NyHKTOM 4.4, npuaoxeHuma N 6 K HacToAawmm PekomeHgaumam.

8.6. MopagoK B3aMmoaencTBuA y4yacTHUKOB JKCNEPUMEHTA NPU KOPPEKTUPOBKe CBeAeHUN:

8.6.1. CybbeKTbl 0b6palLeHNs NeKapCTBEHHbIX CPeacTB Npu OBHApyKeHUWN OWNBOK B CBEAEHUAX
(HepoCTOBEpPHBIX CBEAEHMIA), NMPEAOCTaB/AEHHbIX UMM B CUCTEMY MOHUTOPWUHIA Mpu BBOAE B 060pOT
JIEKAPCTBEHHbIX MpenapaToB M 06OPOTE NEKAPCTBEHHbLIX MPenapaToB, NPeAOCTABAAT B CUCTEMY
MOHWUTOPUHTA MHPOPMaLMIO, HEOBXOAMMYIO ANA UCMPaBAEHUA YKa3aHHbIX OWWOOK B CBEAEHMAX
(HepocTOBEpPHbIX CBEAEHUN).

8.6.2. CybbeKTbl 06pallleHUs IeKapCTBEHHbIX CPeACcTB BMpaBe BHECTU MUCMpPaBAeHUA OWKBOK Ao
TOr0O MOMEHTa, KOorga OHW ObinM yBeAOMJIeHbl O Ha3HaYeHWW B OTHOLWIEHMU HUX NPOBEPKM,
OCYLLECTBASIEMOW B YCTaHOB/JEHHOM nopsagke PocsapaBHag3opom, Mo  ¢aKkTy npeaocTaBiaeHUn
cybbeKkTamu 0bpallleHUs NeKapCTBEHHbIX CPeACTB OLMBOYHbIX (HeA0CTOBEPHbIX) CBEAEHWIA.

8.6.3. B cnyyae ecnM B npenocTaBNeHUU CBEAEHMI, B KOTOPbIX OBHapy)KeHbl OWWBKK
(HepocToBepHbIe cBeAeHMsA), y4acTBOBaAM ApyrMe CybbekTbl 0bpalleHUs NeKapCTBEHHbIX CpeacTs, TO
UCNpPaBAEHUA  OWWBOK  cuuTaloTcA  MPUHATbBIMKM - Nocne  NoATBEPKAeHMA  AO0CTOBEPHOCTM
npefocTaBNeHHbIX  WUCMpaBieHWM OWKWBOK B  CUCTEMEe MOHUTOpPMHFA BCEMU  YYacCTHUKamMU
npeaocTaBNeHNs CBeAEHMWI, B KOTOPbIX 0BHapy»KeHbl OLMBKK (Hea0CTOBEPHbIe cBeAeHUs).

8.6.4. B cucTeMy MOHMTOPUHTA BHOCATCA Cneaytowme ncnpaBneHms ownbokK:

OTmeHa cybbekTom 0bpalleHNA IeKaPCTBEHHbIX CPEACTB paHee 3aperMcTPUpPOoBaHHOM onepauun
(8 cnyyae, ecnM nocne TakoW onepauum He 6blaM CcOBEpLUEHbl AEUCTBMSA C NEepexoLoM Mpaea
COBCTBEHHOCTM HA JIeKapcTBeHHble npenapatbl). He npuMmeHseTcas B  OTHOWEHWW paHee
3apPEerMcTPUPOBaHHbIX CBEAEHMI O 3aBepleHun $GacoBKM (yNaKoOBKM) SIeKApPCTBEHHbIX MPenapaTos BO
BTOPUYHYIO (NOTPebUTENbCKYIO) YMNaKOBKY /NEKApCTBEHHOrO npenapata (a npuv ee OTCYTCTBUM -
NepPBMYHYIO YMAKOBKY JIeKapCTBEHHOro npenaparta), 3aBeplieHWA MNPOWU3BOACTBEHHOW CTaguu
BbIMYCKAlOLLEro KOHTPOASA KayecTBa NpW NPOW3BOACTBE /IEKAPCTBEHHbIX NPenapaToB BHE TEPPUTOPUN
Poccuiickoit ®esepaumu, a TakKe BbIBOAE SIEKapCTBEHHbIX NpenapaTos M3 oboporTa.

KoppeKTnpoBKa cBeaeHWl, NpeaoCcTaBeHHbIX CybbekTom 06palleHNs NeKapCTBEHHbIX CPEACTB O
3aBepWeHMN NPOU3BOACTBEHHOW cTagMu acoBKM (YNaKOBKM) JIeKapCTBEHHbIX MpenapatoB MAu
3aBepWEHMN NPOU3BOACTBEHHOW CTaAMM BbIMYCKAIOWEro KOHTPOAA (B cAydae NpoOM3BOACTBA
NeKapCTBEHHOro npenapaTta BHe TeppuTopuu Poccuitickoit ®egepaunn), 3a UCKAOYEHUEM CBEAEHUIN O
CePUIHbIX rNo6anbHbIX MAEHTUPUKALMOHHBIX HOMEPaX TOProBbIX EANHMLL.

OT3blB  CcoObLIeHMA 06 OTrpy3Ke JIeKapCTBEHHbIX MpenapaTtoB CybbekTom obpalueHun
NEeKapCTBEHHbIX CPEACTB, OCYLLECTBMBLUMM Mepenayvy /JeKapCTBEHHbIX Mpenapartos, - OTNpaBUTE/NEM
Takoro coobuieHmA. Takas KOPPEKTMPOBKA BO3MOXKHA A0 Nepeaadu CBeAEeHU O MoATBEpXAeHMM
nepeaayun NekapcTBEHHOro npenapaTa Apyrum cybbeKTom 06 palleHNs NeKapCTBEHHbIX CPeACTB.

OTKa3 cybbeKTa o6palleHnsa NeKapCTBEHHbIX CPeacTB - No/yYyaTeNnsa NeKapCTBEHHbIX NpenapaTtos
OT NPUEMKM NIeKapCTBEHHbIX NpenapaTtoB. Takas KOPPEKTMPOBKA BO3MOXKHA A0 Nepeaadyn cBegeHuid o
NOATBEP)KAEHUM  Nepedayn  flekapcTBEHHOro  npenapata  ApyrMM  cybbekTom  obpalueHua
NeKapCTBEHHbIX NpenapaTos.



9. BNOKUPOBKA Nepeaaun cBeaeHUA B CUCTEMY MOHUTOPUHra

9.1. BOKMPOBKA MPUHATUA CUCTEMOIN MOHUTOPUHIa CBeAeHN 0 BBOAE B 060POT IeKaPCTBEHHbIX
npenapatos, o6 ob6opoTe u (MaM) o BbIBOAE M3 06OPOTA /IEKAPCTBEHHbLIX NpenapaTtos (Aanee -
6/10KMPOBKA) OCYLLECTBIAETCA B aBTOMaTUYECKOM pexnme.

9.2. TepeyeHb nNpuYMH 6AOKMPOBKM nNpuBegeH B npuaoxkeHnn N 10 K HacToAWMM
PekomeHpaumam.

9.3. MNpu ycTpaHeHnn cybbekTom 0bpaLLeHUs IeKapCTBEHHbIX MPEenapaToB MPUYMH, MOCAYKUBLLNX
OCHOBaHMEM g5t 6NOKMPOBKM, OTMEHA HNOKMPOBKM OCYLLLECTBASETCA B aBTOMAaTUYECKOM pexume.

9.4. B oTAeNbHbIX Cydanx, NpeaycMoTpeHHbIx NMacnoptammn busHec-npoueccos, Npu 6J10KMpPoBKe
[OMNYCKaeTcA BO3MOXKHOCTb Nepesaym CBeeHUIA 0 BO3BPATe JIEKAPCTBEHHbIX MPenapaToB MNOCTABLLMKY,
0 nepenaye NIEKAPCTBEHHbIX MPEMNAPATOB Ha YHUUTOXKeHUe U (Man) o6 nHom BuAe BbIBOAA M3 060poTa
JIeKapCTBEHHbIX MPenapaTos.

9.5. bB/fOKMpOBKA M OTMeHa OJ/IOKMPOBKM MOTYT BBOAMTBCA B  OTHOWEHWM eaMHUUbI
JIeKapCTBEHHOTO MpenapaTta, NapTUM  JIEKAPCTBEHHbIX MPEnapaToB WAM  CepuUU  JIEKAPCTBEHHbIX
npenapaTos.

10. MopAaAOK MOHUTOPUHIA U OLLEHKU Pe3yIbTaTOB JKCNEepUMEHTA

10.1. MOHUTOPUHI XO4a pPeanuns3auum IKCMEPMMEHTaA M OUEHKa pPe3y/bTaTOB OCYLLEeCTBAAETCA
YNO/IHOMOYEHHbIMK  defepasibHbIMWU - OpraHaMW  UCMOJIHUTENbHOW  BNAacTU  COMNAcHO NyHKTy 4
MoctaHoBneHnsa N 62.

MpunoxkeHne N 1
K PekomeHgaumam

XAPAKTEPUCTUKU
CPEACTB UAEHTUOUKALUU, TPEBOBAHUA K CTPYKTYPE U ®OPMATY,
BK/TIOYAA NOPAAOK NONMYYEHMNA U NCNOJIb3OBAHUA KOA4O0B MAPKUPOBKU
N ®OPMUPOBAHUA TPYNMMNOBbLIX KOAOB

1. CpeactBo mMAeHTUOMKALMM NPU HAHECEHWUM HA BTOPUYHYIO (NOTPEBUTENbCKYHO) YNaKoBKY
NeKapCTBEHHOro npenapara (a Npu ee OTCYTCTBMM - MEPBUYHYIO YNAKOBKY SIeKapCTBEHHOro npenapara)
[AO/IKHO COOTBETCTBOBATL CAEAYIOLMM XapaKTEPUCTUKAM:

a) ABYXMEPHbIM LITPUXOBOM KOZ HAHOCUTCA TOYEYHbIMW CMMBONAMKU € paamepamu 0,255 - 0,615
MM B COOTBETCTBUW C TpeboBaHMAMW HaLMOHaNbHOro crtaHgapta Poccuiickon depepaumm (FOCT P
MCO/M3K 16022-2008 "AsTOomaTnyeckasa naeHtuduKauma. KoamposaHue wrpuxosoe. Cneundukauma
cumBonMkn Data Matrix");

6) OBYXMEPHbIN LITPUXOBOW KOZ HAHOCUTCA C YpOBHEM Knacca KadvectBa C uau Bbllwe B
COOTBETCTBUU C TpeboBaHUAMM HaLMOHaAbHOrO cTaHaapTa Poccunitckon deapepauunn (TOCT P MICO/M3IK
15415-2012 "UHbOpMaALMOHHbIE TEXHONOTUU. TeXHONOrMKU aBTOMATUYECKOW uaeHTUdUKaummn m cbopa
AaHHbIX. CneumduKaumMa MCNbITAaHUIA CMMBOJIOB LUTPUXOBOTO KOAa A/1A OLEHKM KavecTBa neyaTtu.
[BymepHble cMMBOJIbI"), KOTOPLIN YyTBEPKAEH NpuMKasom denepanbHOro areHTCTBa NO TEXHUYECKOMY
perynMpoBaHuMIo U MeTpoiornu;
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B) ABYXMEPHbIV LITPUXOBON KOA HAHOCUTCA MeYaTbio C UCMO/Ib30BAaHMEM METOoAa KOppeKumu
owmnbok ECC-200 B cooTBETCTBMM C TPEOOBaHUAMM HALMOHA/IbHOIO cTaHaapTa Poccuiickon depepauunm
(TOCT P MCO/M3K 16022-2008 "ABTOMaTuuyeckas uaeHTUGMKauma. KoampoBaHue LITPUXOBOE.
Cneundurauusa cumeonnku Data Matrix"), KoTopblit yTBepXaeH npukasom deaepanbHOro areHTCTea no
TEXHUYECKOMY PErYIMPOBAHMIO U METPOOMNN;

r) Nnpu HaHeceHUW cpeacTBa MAEHTUDMKALUW NeKapcTBeHHOro npenapaTta ucnonbsyetca ASCII
KOAMpOBaHMe Ha OCHOBE HaLMOHaNbHOro cTaHgapTa Poccuitickont Pepepaumm (FTOCT P UCO/M3IK 16022-
2008 "AsTomaTmueckana naeHtudurkaumsa. KogmposaHue wrpuxosoe. Cneumdurkauma cumseonmkmn Data
Matrix"), KOoTopbIi yTBEpPXKAEH NpUKaszom PenepasibHOro areHTCTBa NO TEXHUYECKOMY PEryiMpoBaHUIo U
MEeTposIornm;

2. CBefgeHusA, cofepkallmeca B cCpeactse UAEHTUOWMKALMKM, HAHOCATCA B BUAE [ABYXMEPHOrO
WITPUXOBOTO KoAa MeToAaMu MNPSMOM MNeyaTu Ha BTOPUYHYIO (NOTPEBUTENbCKYID) YMNaKoBKY
JIEKapCTBEHHOTO Mpenapara (a npv ee OTCYTCTBMM - MEPBUYHYIO YNAKOBKY JIEKapCTBEHHOrO npenapara)
WAW NevyaTn Ha MaTepuasibHblii HOCUTENb (3TUKETKY), HE AOMNYCKaWMMU OTAENEeHUA MaTepuaibHOro
HOCUTENA, CcoaepiKallero CpeacTsa MAEHTUOUKALMM, OT YMNaKOBKM JIEKAPCTBEHHOro npenapata 6es
noBpeXAeHNN.

3. UHbOopMmauma, coseprKallascs B cpeacTse MaeHTUMOUKaLUN, UMEET CiedyoLLyo CTPYKTYPY:
a) npu3Hak cumeonnkn GS1 DataMatrix cumBon, nmerowmii Kog, 232 B Tabanue cumsosios ASCII;

6) nepsas rpynna AaHHbIX - rNob6anbHbI NAEHTUOUKALUMOHHBIA HOMEP TOProBON eauHULbI,
cocTosawmii u3 14 undpoBbIX CUMBO/IOB, KOTOPOMY NPeALWEeCcTBYeT UAEHTUOUKATOP npumeHeHus (01);

B) BTOpas rpynna aHHbIX - MHANBUAYANbHbIN CEePUAHbIN HOMEP TOProBON eAMHULbI, COCTOSLLMI
13 13 cumBonoB (LUdP, CTPOUHbBIX U NPOMNUCHBIX BYKB NATUHCKOro andaBuTa), KOTOPOMY NpeaLecTsyeT
naeHTMdmKaTop npumeHeHma (21). 3aBeplwaloWwMM CMMBOAIOM AAA 3TOW rPynnbl AAHHbIX ABAAETCA
CneumnanbHbI CMMBOI-Pa3aenmTeNb, MMerWwmin kog 29 B Tabaumue cumeonos ASCII;

r) TpeTbs rpynna AaHHbIX - UAEHTUOUKATOP KAoYa NPOBEPKWU, NpenocTaBifaemblii IMUTEHTaM
cpeacTs naeHTUdUKaLmMm onepaTopom cMCTEMbl MOHUTOPUHIA B COCTAaBE KOAa NPOBEPKU, COCTOALLMNMN U3
4 cumBosioB (UMbpP, CTPOYHBIX M NMPOMNUCHbIX BYKB NAaTMHCKOro andasBuTa), KOTOPOMY NpenLlecTByer
naeHtTudumkaTop npumeHeHusa (91). 3aBepliarolMM CMMBOJIOM ANA 3TOM TPYNnbl AaHHbIX ABAAETCA
CneumnanbHbli CMMBOJI-Pa3aenmTeNb, Mmerwmin kog 29 B Tabamue cumeonos ASCII;

[l) yeTBepTan rpynna AaHHbIX - 3HaYeHWe Koga NpoBepKM, NPeaoCcTaBaAaeMoe IMUTEHTAM CPeacTs
naeHTUGUKaLUMM ONepaTopoM CUCTEMbl MOHUTOPUHIA B COCTAaBe KoAa MPOBEPKM B COOTBETCTBMM C
HacToAWMM MoNoKEHNEM, KOTOPOMY NpealwecTsyeT naeHTMGUKaTop npumeHeHus (92), n cocroauiee
n3 44 cMmBoOB (LMOP, CTPOUHBIX M MPONUCHbIX BYKB NaTMHCKOro andasBuTa, a TaKKe chneumanbHbIX
CUMBOJIOB).

4. lonycTUMbIe K UCNO/Ib30BaHUIO B TPETbEW U YETBEPTOW rPyMnnax CMMBO/IbI:
ABCDEFGHIJKLMNOPQRSTUVWXYZabcdefghijklmnopgrstuvwxyz
0123456789!"%&'*+-./_,:;=<>?

5. [pynnbl AaHHbIX AOMKHbI pacnonaraTbcs NOCAe0BaTe/IbHO OT NEPBOM K YETBEPTOW.

6. MHAMBMAYANbHbIN CEPUNHBIN HOMEP TOProBOM eAUHULLBI TeHepupyeTca ¢ ydeTom obecnedeHuns
€ro YHMKaNbHOCTU ANA KaxKAoro rnobanbHOro naeHTMGMKauMoHHOro HOMepa TOProBoW eguHUUbl B
TeyeHue BCero CpoKa GyHKLMOHNPOBAHNA CUCTEMbI MOHUTOPUHTA.

7. TnobanbHbI NAEHTUOUKALMOHHBIN HOMEpP TOProBoli eAuHULbI U MHANUBUAYANbHbIN CepUIHbIN
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HOMepP TOProBoi eauMHMULDBI AYOAMPYIOTCA B BUAE YATAEMOTO NEYATHOMO TEKCTA.

8. [lonycKaeTca HaHeceHWe CpeacTBa MAeHTUOMKALMM B BUAE ABYXMEPHOrO LTPUXOBOrO KoAa B
Mnobom cBob6ogHOM MecTe BTOPUYHOM (MOTpebuTenbCKon) yNnakoBKM JIeKapCcTBEHHOrO npenapara (npu
€e OTCYTCTBUM - Ha MepPBMYHOW YNAKOBKe JIEKapCTBEHHOrO Nnpenapara).

9. NMopAaoK NOAYYEeHMA KO40B MaPKNUPOBKM.

9.1. MNonyyeHne sMUTEHTaMKM CPeacTB MAEeHTUOMKaAUMKM OT onepaTopa CUCTEMbl MOHWUTOPUHIA
KOA,0B MapKMPOBKM OCYLLECTB/IAETCA C MPUMEHEHUEM YCTPOMCTB PErMCTPALLUN SMUCCUN.

9.2. JOMUTEHT CcpeacTB WAEHTUPUKALUNK, 3aPErncTPUPOBaAHHLIN B CUCTEME MOHUTOPUHIA,
npeaocTasaseT onepaTopy CUCTEMbl MOHUTOPUHIA 3aABKY Ha MOJyyYyeHMe KOAOB MAaPKUPOBKU. 3asaBKa
HanpaBAAeTcs MNOCPEeACTBOM  WMCMO/b30BAHMA  YCTPOMCTB  perucrpaumm  smuccuun. [Mpu atom
B3aMMOAENCTBME YCTPOWCTB PEeruvcTpaumMm 3MUCCUU C MHPOPMALMOHHBIMKU CUCTEMAMW 3MUTEHTA
CpencTe MAEHTUOMKALMM OCYLLECTBASETCA C MCNONb30BaHMEM (GOPMATOB AaHHbIX, Pa3MeLLaeMblx
0onepaTopom CUCTEMbI MOHWUTOPWHra Ha oduLMasIbHOM cailTe onepaTopa CUCTEMbl MOHUTOPUHIA B
MHOOPMALMOHHO-TEIEKOMMYHUKALMOHHON  ceT  "UMHTepHeT". 3asABKa Ha MOJly4eHUe KogoB
MApPKUPOBKU COOEPMHKUT:

a) cepuiHbIiM rNobanbHbli  MAEHTUOUKALMOHHBLIN HOMEpP TOProBOW eAuHUUbI B C/yvae
GOpPMUPOBAHMA WHAMBUAYANBHOTO CEPUAHOTO HOMEpa TOProBOW eAMHULbl 3MWUTEHTOM CpeacTs
naeHTuduKaumu;

6) rnobanbHbIN NOEHTUPUKALMOHHBIA HOMEP TOProBOM eANHULbI U KONNYECTBO UHAMBUAYANbHbIX
CEepPUMHbIX HOMEPOB TOProBOW eAMHWUbl B caydyae GOPMUPOBAHUA UHAMBUAYANBHOIO CEPUNHOTO
HOMepa TOpProBol eANHULbI ONepPaTopPoM CUCTEMbI MOHUTOPUHTA.

9.3. Kogbl MapKnpoBKM GOPMUPYIOTCS ONEepaTopoM CUCTEMbI MOHUTOPUHIA MyTEM MPWUCBOEHUSA
KOOOB MPOBEPKM 418 KAXKAOro CEepUMHOro rnobasnbHoro MAeHTUPUKALUMOHHOrO HOoMepa TOProsoW
eaNHULbI.

Onepatop cUCTEMbl MOHWTOPWMHIA He nosgHee 2 4acoB C MOMEHTa MOJYYEHUS 3asBKM Ha
Nno/lyyeHne KOLOB MAPKMPOBKM  HANpaBAsieT 3MUTEHTY CPeAcTB  WMAEHTUOMKALMM  CNUCOK
chOpPMMPOBAHHBIX KOL0B MapPKUPOBKM.

9.4. dMUTEHTam cpeacte M,D,EHTMd)MI-(aLI,MVI OTKa3blBa€TCA B BblAa4e KOAOB MapPKUPOBKKU NO
cneayrouwmm npnuydnHam:

a) OTCyTCTBME B 3asiBKE Ha NOJIlyYEHUE KOA0B MapPKMPOBKM CBEAEHWUIN, NPEAYCMOTPEHHbIX NMYHKTOM
9.2. HacToAwwmX PekomeHaauunii;

6) OTCyTCTBME CBeAeHMﬁ O perncTtpaunm smMmuUTeHTa CpeacTs M[],EHTMd)MKaLI,VIVI B cucreme
MOHUTOPWUHTA;

B) OTCyTcTBME Yy onepaTopa CUCTEMbl MOHWTOPWMHIA CBEAEHUI 06 YCTPOWCTBE perncrpaumm
3MMUCCUU, C UCNO/b30BAHNEM KOTOPOrO HanpaB/ieHa 3adaBKa Ha NOlyYeHMeE KOA40B MAaPKUPOBKHY;

F) Ha/in4yne paHee 3apernctpnmpoBaHHbIX B CuUCteme MOHUTOPUHTA CBGAEHMVI o CepMVIHOM
rno6asbHOM VILI,eHTVId)MKaU,MOHHOM HOmepe TOpI'OBOﬁ egunHuubl, npeacraBieHHOM B COOTBETCTBUU C

noanyHKkTom "a" nyHKTa 9.2. HacToAwmx PekomeHaaunis;

[) OTCyTCTBME B CUCTEME MOHUTOPUHra CBeAeHUn o rnobanbHoOM NAeHTUGUKALMOHHOM HOMepe
TOProBOon eauHWUUbI, NPeacTaB/eHHOM B COOTBETCTBMM C noAnyHKTom "6" nyHkTa 9.2. HactoAwmx
PekomeHpaumi.



9.5. OnepaTop cUCTEMbI MOHUTOPUHIA obecnedynBaeT NoJly4eHne KogoB MapPKUPOBKN IMUTEHTAMM
cpeacTB naeHTMPpUKaLum NnocpeacTBOM OCHALLEHUSA SMUTEHTOB CPeACTB MAEHTUDMKALUM YCTPOMCTBaMM
perncrpaumm smmccuu.

9.6. OcHaleHWe 3MUTEHTOB CPeacTB WAEHTUPUKAUMM YCTPOMCTBAMM PETUCTPaALMM IMUCCUM,
BK/tOYan obecrneyeHne yAaNeHHOro A0CTyna K YCTPOMCTBY PErvcTpaumm smMmMcCUMM, pasmeLlLeHHOMY B
MHPACTPYKTYype onepatopa CUCTEMbl MOHUTOPMHIA, OCYLLECTBAAETCA ONepaTtopoM CUCTEMbI
MOHUTOPUHIa Ha 6e3Bo3me3aHOM ocHoBe. PeweHne o Bbibope crnocoba OCHaWEHMA MPUHMMAETCH
SMUTEHTOM CpeacTB naeHTMdMKauUKn. B Luenax Takoro OCHaWeHMA B Nepuog IKCNepUMeHTa SMUTEHT
CpencTB naeHTMPUKauMmM HanpaBAAeT B agpec OnepaTtopa CUCTEMbl MOHUTOPWUHIA 3aABKy no ¢opme,
npusegeHHon B nyHKTe 1 MpunoxkeHnsa N 11 K HacToAwmMM PekomeHgaumsam.

OcHalleHne SMUTEHTOB CPEACTB MAEHTUDMKALMK, HE NPMU3HABAEMbIX HANOTOBbIMU PE3NLEHTAMM
Poccuiickon degepaumm M He MMEOLWUX NPeACcTaBUTENbCTB Ha TeppuTopumn Poccuinickon Pepepaumnm
YCTPOMCTBAMM PEFUCTPALIUM 3MUCCUKM, A TaKXKe 3aK/IlUYeHWe [0roBOPOB C OMEpaTopoM CUCTEMbI
MOHMUTOPUHIA, NPeLYCMOTPEHHbIX ab3aLem BTOPbIM HACTOALLEro NYHKTA, MOXET OCYLLECTBAATLCA Yepes
YNOJIHOMOYEHHOrO NpeacTaBuTens.

10. MopAaaoK NCNO/Ib30BaHMA KOAOB MAapPKUPOBKMU.

10.1. Wcnonb3oBaHMe KOA4OB MAapPKMPOBKM CybbeKTamMu OOpalleHus JIeKapCTBEHHbIX CPeacTs
OCYLLECTBNAETCA C MPUMEHEHWEM PEerncTpaTtopoB BblObITUA JIeKAPCTBEHHbLIX MPEenapaTtoB  WaAu
KOHTPOJIbHO-KacCOBOM TEXHWKKU, WMMEIOWMX BCTPOEHHOE CPEeACTBO KPUMNTOrpaduyeckomn 3almTbl
MHPOPMaLMK, CepPTUOULMPOBAHHOE B YCTaHOB/NEHHOM nopsagKe. Mpu OTCYTCTBUM TaKUX CPEACTB
BblObITUE JNIEKAPCTBEHHbLIX MPENApaToB B CUCTEME MOHMUTOPUHIA PErUCTPUPYETCA MnyTem MpsAMOro
obpalieHns K CcUCTeMEe MOHMTOPUHIa M3 WMHPOPMAUMOHHBIX cUCTEM CcybbeKkToB 0b6palleHus
NNeKapCTBEHHbIX CPEACTB WM Yepes /IMYHbIA KabuHET cybbeKTa obpalleHnA SIeKapCTBEHHbIX CPEeaCTs,
6e3 ncnosb3oBaHMA KoZoB npoBepku. Koa npoBepkM M3 cocTaBa obpabaTbiBaemolt MHopmaumm,
CYMTbIBAEMOM MpPUM ONepaLmsax C 1EKAPCTBEHHbIMM NpenapaTtaMu M3 CpeacTBa MAEHTUGUKALMU, AOSKEH
ObITb  WCK/IOYEH KAK MOMHO paHblle, HACKONbKO 3TO BO3MOMHO COracHo TpeboBaHUAM
TEXHO/IOTMYECKoro npouecca. XpaHeHWe KOoAOB MPOBEPKUM B MHPOPMALMOHHBLIX CMCTEMAX CybbeKTa
0obpalleHns NEeKapCTBEHHbIX CPEeACTB YBE/MYMBAET PUCK HECAHKUMOHMPOBAHHOIO WCMNO/b30BaHUA
MHPOPMaLMK CPeaCTB NaeHTUGUKaUUN.

10.2. Cy6beKTbl 0bpalleHUa NeKapCTBEHHbIX CPeacTs, OCYLLECTBAAIOWME PO3HMYHYIO NPOAAXKY
NIeKapCTBEHHbIX MpenapaToB, PernucTpupyloT BbiObITUE JNIeKApPCTBEHHbIX NpenapaToB B cUCTeme
MOHWUTOPUHIA C MNOMOLLBIO KOHTPOJIbHO-KAacCoOBOM TEeXHMKU, MoAfepXuBaiollein paboTy ¢ Kogamu
npoBepkn. 3ameHa uMelowmxca OGUCKaAbHbIX HaKonuTenei Ha ¢GUCKanbHble HaKonuTenwu,
nogaepusatowpe o6paboTKy KO40B MPOBEPKU, MPOUCXOAUT MO Mepe OKOHYaHWA CPoKa AelCTBUA
AeicTBYOWMX GUCKaNbHbIX HaKoNUTeNel, KOTopbIA MOXeT CocTaBATb OT 15 Ao 36 mecAues, U nocne
OKOHYaHMA DKcrnepuMmeHTa W BCTYMAEHUA B CUAY 0D6A3aTENbHOCTM MAPKUPOBKM JIeKapCTBEHHbIX
npenapaTtoB. B TomM umcne, C MNOMOLLbIO TaKOW TEXHWKM YNOMAHYTbIMM cybbeKkTamu obpalieHua
NeKapCTBEHHbIX CPeACTB MOXKET NPOU3BOAUTLCA PErncTpauma BblbbITUA NeKapCTBEHHbIX NpenapaTos no
NbrOTHLIM pelenTam ¢ KomneHcaumeit 100% CTOMMOCTM, KOTOPOE He COMPOBOMKAAETCA (UCKaNbHbIM
YyeKoMm. 3ameHa NporpammHoro obecneyeHmna KOHTPOIbHO-KAacCOBOW TEXHUKN ANA NOAAEPHKM paboTbl C
MOANDUUMPOBAHHBIMU  GUCKANbHBIMW  HAKOMUTENAMM NPOU3BOAMTCA MNPOU3BOAMTENAMMU AaHHOM
TEXHUKU UAM  OBCAYKUBAOWMMKU ee OpraHM3aumaAMM U KOHTPOJSIMPYETCA WCMONb3YILMMK  ee
y4YacCTHUKaMmn 060poTa CaMOCTOATESbHO.

10.3. Cy6beKTbl 06palleHnsA NeKapCTBEHHbIX CPEeACTB, HE OCYLLECTBAAIOLWIME PO3HUYHYIO NPOAAXKY
NeKapCTBEHHbIX MPenapaToB, HO NPOM3BOAALIME OTMYCK JIEKAPCTBEHHbIX MPEnapaTtoB MO JbroTHbIM
peuentam C KomneHcauueir 100% cToMMOCTM, AMBO OTNYCK NEKAPCTBEHHbIX Mpenapatos ANs
MeAMLMHCKOrO NPUMEHEHUA, PErucTPMpYIOT BbiBbITUE NEKAPCTBEHHbLIX NpenapaToB B cUCTeme
MOHMUTOPMHTA C MOMOLLbIO YCTPOMCTB pernctpaumnm bibbitna. OcHalLeHne Takux CybbekToB obpalleHnn
NEeKapCTBEHHbIX CPEACTB PErMcTpaTopamm BblbbITUA OCYLLECTBASETCA B COOTBETCTBUM C NyHKTOM 8.5.1.



HacToAwmx PekomeHgaumit. Apgpec YCTAaHOBKM YCTPOMCTBA  pernctpaumm  BblObITUA  A0/IXKEH
COOTBETCTBOBATb afpecy MecTa OCYLECTBAEHUA AeATe/IbHOCTU, YKa3aHHOMY B /IMLLEH3UM CyObeKTa
obpalleHns NeKapCcTBEHHbIX CPEACTB Ha MeANLMHCKYIO NN papMaLLeBTUYECKYIO AeATe/IbHOCTb.

11. Npasuna GpopmnpoBaHMA FPYNNOBbIX KOAOB.
KoHcynbTaHTlAOC: NpUmeyaHue.

B oduuManbHOM TEKCTe AOKYMEHTa, BUAMMO, AOMyLiIeHa onevaTka: umeetcsa 8 suay FOCT ISO/IEC
15417-2013, a He TOCT 1SO/IEC 15417-2013.

11.1. TpynnoBol Koz ¢opmMupyeTca Ha OCHOBAHMU MEXKIOCYAapCTBEHHOro craHgaprta (FOCT
1SO/IEC 15417-2013 "N HpopMaLMOHHble TeXHOA0rMM. TeXHON0rMM aBTOMATUYECKON naeHTUdMKaumm n
cbopa paHHbIX. CneumduKauma cMmMBOIMKK wWTpMxoBoro Koga Code 128"), KoTopbliit yTBEp*KAEH
npukasom ®efepanbHOro areHTCTBa NO TEXHUYECKOMY PEry/IMPOBaHMI0 U METPO/IOTUN.

11.2. F'pynnoBoi Ko cocTouT n3 18 uUMppPOBLIX CUMBONOB U COAEPMKUT CAEAYIOLLYIO CTPYKTYpY
OAHHbIX:

a) naeHTMdUKaTop npumeHeHus (00);
6) cMMBO/ paclIMpeHnA rpynnoBoro Koaa;

B) PerncTpaumoHHbIi HOoMep cybbeKTa obpalleHWs NeKapCTBEHHbIX CPeACTB, NOJIYYEHHbINM B
MHPOPMaALMOHHOM pecypce, 06ecrneynBalowem yyYeT U XpaHeHne 40CTOBEPHbIX AAHHbIX O TOBapax Mo
COOTBETCTBYIOLLEN TOBAPHOM HOMEHKNATYPE;

r) cepuiHbIN HOMEpP TPETMYHOM (TPAaHCNOPTHOM) YNAaKOBKM NEKAaPCTBEHHOrO Npenapara;

[) KOHTpOAbHaA cymma (4MCNo, BblMMCAAEMOeE MO cneuuanbHOMYy aaropuTMy M3 NpeaLlecTByoLWmx
unbp n cyKallee ANA rapaHTUKN LeNOCTHOCTU AaHHbIX).

11.3. CBepgeHwus, BKIOYEHHbIE B TPYNMNOBOM Ko, MOryT Ayb6/MpoBaTbCA B BMAE YMTAEMOrO
NMeyaTHoro TeKkcTa.

11.4. TpynnoBoW Koz, reHepupyeTca U HAHOCUTCA Ha TPETMYHYIO (TPAHCMOPTHYIO) YNaKOBKY
NNeKapCTBEHHOrO NpenapaTa SMUTEHTAMM IPYNMOBbIX KOAOB METOAAMM NeYaTh UK ITUKETUPOBaHUA.

MpunoxkeHne N 2
K PekomeHaaumam

OCHOBHbIE 3HAYEHUA
KNHOYEBbIX KNTACCUPUKATOPOB CUCTEMbI MOHUTOPUHTA

1. KnaccuouKatop TUMNOB YMNaKOBOK JIeKAapCTBEHHbIX MpenapaToB obecneuymMBaeT XpaHeHue
cneayroLmx 3HaYEHNIA:

- NepBMYHan YNaKoBKa JIeKapCTBEHHOro Npenapara;
- BTOpuYHan (noTpebuTtenbcKan) ynakoBKa ieKapcTBEHHOro NpenapaTa;

- TpeTUYHas (TpaHcnopTHan) ynakoBKa eKapCcTBEHHOMO NpenaparTa.
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2. Knaccuduratop BuZoB onepauuii  pacopmmpoBaHua  (TpaHchopmaumm)  YNaKOBKU
JIeKapCTBEHHbIX NPenapaToB obecneyYnBaeT XpaHEHME CAeAYIOWMX 3HAYEHWI:

- U3bATUE 06pPa3LLOB 13 TPETUYHOW (TPAHCNOPTHOW) YNaKOBKM IeKapCTBEHHOro Npenapara;

- pacdopmmpoBaHME TPETMYHOW YMAKOBKM (TPaHCMNOPTHOM) NeKapcTBeHHOro npenapaTta 6onee
HM3KOro YPOBHSA U3 TPETUUYHOM (TPaHCNOPTHOI) YyNakoBKK 6oJiee BbICOKOrO YPOBHS;

- NonHoe pachopmmupoBaHue TPETUUHOM (TPaHCMOPTHOM) YNaKOBKM SIeKapcTBEHHOro npenapaTa
[0 BTOPUYHOW (NOTPebMTeNbCKOM) YyNaKoBKM NeKapCTBEHHOro npenaparta (a npuM ee OTCYTCTBUM - A0
nepBMYHOMN YNaKOBKM JIeKapCTBEHHOro npenapara);

- BJIOXKEHWEe [AOMNOJIHUTENbHbIX YNaKOBOK /06Oro ypoBHA /NEKAapCTBEHHbIX NpenapaToB B
TPETUYHYIO (TPaHCMOPTHYIO) YNaKOBKY.

3. KnaccudpuKkatop TUMNOB KOHTpaKTa (moroBopa) obecrneyMBaeT XpaHEHME KaK MUHUMYM
cneayrowmx sHaYeHui:

- KYNAU-NpoAaku;

- KOMUCCUS;

- areHTCKUI;

- nepefaya Ha 6e3Bo3me3HON OCHOBE;

- BO3BPaT KOHTPAKTHOMY NPOU3BOAUTENIO;

- rocy4apCcTBeHHOe leKapcTBeHHoe obecneyerue;
- KOHCUTHALMN,

4, KnaccmchKaTop KOO4O0B NpUMeHAeMbIX TaMOXEHHbIX npoueayp obecneuunBaeT XpaHEeHUEe Kak
MUHUMYM Cchegyrowmnx 3HaAYeHMUI:

- BbIMYCK 418 BHYTPEHHEro notpebaeHus;
- YHUUYTOXKEHUE;

- OTKa3 B N0JIb3y rocyapcrea;

- peakcnopT;

- 3KCNopT.

5. KnaccudmKatop BUAOB UCTOYHMKOB GUHAHCUPOBAHMA ObecneymBaeT XpaHeHWe Kak MUHUMYM
cneayroLmx 3HauYeHMiA:

- COBCTBEHHbIE CPeacTBa;
- cpeacTBa dpesepansHoro 6oarxKeTa;
- cpeacTBa perMoHasnbHoro 6oaxeTa.

6. Knaccudumkatop TMNOB NPOM3BOACTBEHHOrO 3aKasa obecneuymBaeT XpaHeHWe Cc/eayroLmnx
3HaYeHUM:

- cobCTBEHHOE NPOon3BOACTBO /IEKAPCTBEHHbIX MPENAPATOB,



- KOHTPaKTHOE NPOM3BOACTBO 1IEKAPCTBEHHbIX MPenapaTos.

7. Knaccudukatop TMNOB NPUEMKM JIEKAPCTBEHHbIX TMPENapaToB Ha cKnag obecnedynBaeT
XpPaHEeHMeE KaK MUHUMYM Ceayowmx 3HaYEeHNI:

- MOCTYN/IeHME IeKaPCTBEHHbIX NPENapaTos OT NOCTaBLUNKA;
- BO3BpaT /IEKapCTBEHHbIX NPEenapaToB OT NoKynaTens.

8. KnaccndumkaTop BUAOB AOKYMEHTOB, MOATBEPKAAIOLWMX PO3HUYHYIO NPOAAXKY NEKAPCTBEHHOTO
npenapara, obecneynBaeT XpaHeHNe Kak MUHUMYM C/lefyoLWnX 3HaYEHUI:

- yek;

- 61aHK cTporoit otyeTHoCcTH (BCO);
- OTOBOD;

- npouee.

9. KnaccuduKkatop BUMAOB AOKYMEHTOB MOATBEPMKAEHUA COOTBETCTBMA obecneymBaeT XpaHeHue
cneayowmx 3HaYeHN:

- cemechKaT COOTBETCTBUA,
- A€Knapauuna o0 COOTBETCTBUMN.

10. KnaccudumKkatop cnocoboB YHUUTOMKEHWMA JIeKapCTBEHHbIX MpenapatoB obecrneymBaer
XpaHeHWe Kak MMHUMYM C/leyHoLWMX 3HaYEHWIA:

- pa3gasinMBaHne amnyabl, paspegeHnem coaepXmMmoro 1 Came B NPOMbILLZIEHHYHO KaHAa/IM3aUuuio,
- ,D,pO6l'I€HM€, pa3BengeHne U Came B NPOMbILLZIEHHYHO KaHa/IM3aUuio,
- CKUraHue.

11. Knaccudmkatop TMNOB BBOAA JIEKAPCTBEHHbIX NpenapaToB B 060poT obecneynsaeT xpaHeHue
cneayroLwmx 3HauYeHuii:

- IeKapCTBEHHbIe NpenapaTbl, NPOU3BeAEHHbIe Ha TeppuUTOpUKN Poccuitickolt degepaunm;
- IeKapCTBEHHbIe NpenapaTbl, NPOU3BeAEHHbIe 3a py6erKom.

12. KnaccuouKkatop BMAOB 0OT60pa 06pasuoB JleKapCTBEHHbIX NpenapaToB obecneymBaer
XpaHeHMEe Kak MUHUMYM CNeay oL MX 3HaYEHUIA:

- 0T6OP KOHTPO/IbHbIX 06Pa3LL0B B pamKax NPOLLECca KOHTPONA KauecTBa;
- 0T60p apXUBHbIX 06Pa3LOB;
- oT6op 06pa3sL0B ANA NOATBEPHKAEHNA COOTBETCTBMA B pamax TEXHNUYECKOTO peryaMpoBaHus.

13. KnaccudumKatop BUAOB OTFPY3KM NEKApCTBEHHbIX MpenapaToB obecrneymBaeT XpaHeHUe Kak
MWHUMYM CNeayioWwmx 3HaYeHU:

- NpoAaxa;

- BO3Bpar.



14. Knaccudmkatop TMMNOB BbIBOAA JIEKAPCTBEHHbIX M3 060poTa obecneymBaeT XpaHeHWe Kak
MUHUMYM CNeAyHOLNX 3HAYEHUI:

- 0T60op 06pasLOB A/1° NPOBEPKM COOTBETCTBMA KAYeCTBy;

- oTbop M Nnepesaya Ha XpaHEeHME KOHTPO/IbHbIX M apXUBHbIX 06PasLLOB;

- 0T60op 06Pa3LLOB TAMOXKEHHbIMWN OpraHamm;

- oTbop 06pasLOB A1A AEKNapMPOBaAHNSA COOTBETCTBUSA;

- oTbop 06pasLoB B pamKax 0b6A3aTeIbHOM cepTudUKaumnu;

- 0T60p 06pa3L0B B paMKax BbIDOPOYHOro KOHTPOIS;

- 0T60p 06pa3LoB B pamKax dpenepasbHOro Haasopa B chepe 34paBOOXPAHEHUS;

- 0T60p 06pa3LoB A1A NPOBEAEHMA KINHUYECKMX UCCAeA0BaHMUI <3>;

<3> [lnA oueHKM KayecTsa BOCNPOU3BOAMMbIX NEKAPCTBEHHbIX MPeEnapaTtoB NO OTHOWEHUIKO K
OPUTNHaANbHbIM.

- 0T60p 06pasyoB ANa PpapmaLLeBTUYECKOM IKCNepTU3bI;

- OTOOp 06pa3sLOB A/18 SKCMEPTU3bl KAauecTBa NPU OCYLLECTBAEHUM PEerucTpauMoHHbIX NPoLEeccoB
<4>;

’

<4> B Tex Cnyyaax, Koraa Tp66YETCFI BHECTU WU3IMEHEHNA B pPEerncTtpaumoHHoe n[Jocbe w"
HOPMaTUBHbIE AOKYMEHTbI Ha I'IEI-(apCTBEHHbIﬁ npenapar.

- nepefaya AeMOHCTPALMOHHbIX 06pa3LoB;

- NPOAarka IeKAPCTBEHHbIX MPenapaToB B PaMKax PO3HUYHOM TOProB/u;

- OTMNYCK /IeKapCTBEHHbIX NPenapaToB No bFOTHOMY peLenTy;

- UICMO/Ib30BaHME IEKAPCTBEHHbIX NPEnapaToB NpY OKasaHUM MegULMHCKOM NMOMOLWY;

- UICMO/Ib30BaHME IEKAPCTBEHHbIX NPenapaToB Npy NPOU3BOACTBE MEANUMHCKUX U3aeNnN;
- UICMO/Ib30BaHME 1IEKAPCTBEHHbIX NPEnapaToB NPy NPOU3BOACTBE IeKapPCTBEHHbIX CPeACTB;
- peakcnopT;

- NnepeAaya Ha YHUYTOXKEHWE NEKAPCTBEHHbIX MPEnapaTos;

- CNNCaHWMe NeKapCTBEHHbIX MPENapaToB MO Pa3/IMYHbIM NPUYNUHAM.

MpunoxkeHne N 3
K PekomeHpaumam



TPEBOBAHUA
K CBEAEHUAM, NPEAOCTABNAEMbIM rOCYAAPCTBEHHbIMU
NH®OPMALUMNOHHBIMU CUCTEMAMMU PEAEPAJIbHbIX OPTAHOB
MCMNONHUTENbHOMW BNACTU B CUCTEMY MOHUTOPUHTA,
A TAKXE K CBEAEHUAM, NEPEOABAEMbIM
N3 CUCTEMbl MOHUTOPUHTA

1. U3 eanHoro peectpa /IMLEH3MIA Ha NPOU3BOACTBO /IEKAPCTBEHHbIX CPEeACTB A1A Lenei
nepefaun MHGOpPMaLUMM O AULEH3UAX HAa MPOU3BOACTBO JIEKAPCTBEHHbIX CPEeACTB MPOM3BOAUTENA
NNeKapCTBEHHbIX CPEeACTB, ABAIOLLEroCA OpraHuMsauuei, npu3HaBaemoW HasoroBbiM Pe3UAEHTOM
Poccuiickon ®epepalmm, B CUCTEMY MOHUTOPUHTA NPEAOCTaBAAIOTCA CAeaylolme cBeaeHNA:

a) MAEHTUOUKALMOHHBIN HOMEP HaNoronaaTe /bliyKa NPON3BOANTENA IEKAPCTBEHHbIX CPEACTB;

6) OCHOBHOW TrOCY[ApPCTBEHHbIN PErnCTPaLMOHHbIA HOMEpP MNPOU3BOAMTENS JIEKAPCTBEHHbIX
CpeAacTs;

B) HaMMeHOoBaHWe NPOU3BOANTENA IEKAPCTBEHHbIX CPeACTB;
r) Homep ANUEH3UK;

A) AaTa BblAaun INLEH3UK;

e) cTaTyc gencTBusa ANLEH3NK;

X) AaTa U3meHeHuA cTaTyca AeNCTBMA ANLEH3UN;

3) afpec mecTa OCyLecTBleHUA AeATEeNbHOCTU COMAacHO NMLeH3MU (rnobasnbHblit YHUKaNbHDBIN
naeHtTudmKaTop agpecHoro obbekTa B peaepanbHOM MHGOPMALMOHHOM afpecHOn cuMcTeme 1 onMcaHue
agpecHoro obbekTa);

1) NnepeveHb paboT u ycayr, NpeaycMoTPeHHbIX MLLEeH3ne;
K) NnepevyeHb NeKapCTBEHHbIX GOPM, NpeayCMOTPEHHbIX INLEH3UEN;
N) AONONHUTENbHOE onNucaHue no pabotam (ycayram).

2. M3 epuHoro peecTpa /WUEH3MA, B TOM 4YMCNE J/IMUEH3WIA, BblAaHHbIX OpraHamu
rocyaapcTBeHHOM BfacTM cybbekToB Poccuiickoit depepaupm B COOTBETCTBMM C  NepedaHHbIM
NOJHOMOYMEM MO NNLEH3NPOBAHUIO OTAE/bHBIX BUAOB AEATENBHOCTU B Chepe OXpaHbl 340P0BbSA, ANA
uenei nepefadn MHOOPMALMM O JIMUEH3UAX CY6beKTOB 06palleHMAa NeKapCTBEHHbLIX CPeACTB,
ABNAIOLWMXCA OPraHn3aumnamm, MPU3HaBaeMbIMM HAZIOTOBLIM pe3naeHTom Poccuitickoit ®eaepauun, nam
WHAMBMAYANbHBIMW NpegnpuHUMaTeNsaMM, B CUCTEMY MOHUTOPWMHIA MPeaoCTaBAAlOTCA Cieaylowme
cBeAEHMA:

a) MAeHTUPUMKAUMOHHLIN HOMEpP HanoronnatenbliMka cybbekTa 06palleHUs NeKapCTBEHHbIX
CPeAacTs;

6) Homep nMuUeH3nu;
B) 4aTa Ha4yana 4eNCcTBUA MLEH3MUMK;

r) agpec mecTa OCyWEecTBAEHUA AeATENbHOCTU COMNACHO /IMLEH3UKU (r106asbHbIN YHUKANbHDbIN
naeHTudMKaTop agpecHoro obbekTa B deaepanbHOM WHOOPMALMOHHOW aApecHor cucteme MU
onucaHue);



4) cTaTyc gencTema anueHsum (MaeHTndmkaTop u onucaHue);
€) paTa usmeHeHua cTaTyca AeNcTBUA NLEH3UN;
) nepeyeHb pPaboT u ycayr, NpeayCMOTPEHHbIX IMLLEH3NEN (MAEHTUPUKATOPBI M ONUCcaHme).

3. U3 egnHoON rocyagapcTBeHHON WHPOPMAUMOHHOM cucTembl B chepe 34paBOOXpPaHEeHUs ana
uesieit onucaHus NeKapcTBEHHbIX NPenapaToB B CUCTEMY MOHUTOPWHIA NPeaoCTaBAsoTCA caeayolme
cBeneHus:

a) YHUKaANbHbIN MAEHTUPUKATOP 3anNUCK B eAMHOM CTPYKTYPUPOBAHHOM CMPaBOYHUKE - KaTanore
JIeKApPCTBEHHbIX NPENapaTos;

6) HoOmMep perncTpaLmMoHHOro yA0CTOBEPEHMA JIEKaPCTBEHHOro Npenapara;
B) 4aTa rocyAapcTBEHHOMN perncTpaumm eKkapcTBeHHOro npenapaTa;
r) cTaTyc 4eWCTBUA PErnCTPaLMOHHOrO YAOCTOBEPEHUA NEKaPCTBEHHOrMO Npenapara;

,Cl,) MeXyHapoaAHOE HEeNAaTeHTOBAHHOE, UM TPpynnnpoBOYHOE, NN XUMUNYECKOE HanMeHOBaHNME
NeKapCTBEHHOro npenapara,

e) HanmeHOBaHWe aepxartena nian snagesibla PpermctpaymnoHHOro ygoCcrtoBepeHuns;
)'K) CTpaHa perncrpauunn gepxartena nam saagenbua permcTtpallMoHHOro yaoctosepeHuA,;

3) KoZ HasoronnaTesbliMKa AeprKaTensa UM BAageNblad PerncTpauMoHHOTO yA0CTOBEPEHUA B
CTpaHe perucrpaumu;

VI) NMPU3HAK Haan4nA NEeKapCTBEHHOrNo npenaparta B nepeyHe MHKU3HEHHO HEO6XO,CI,VIMbIX n
BaXKHEMNLWmnX NEKaPCTBEHHbIX NPeNnapaTos,

K) TOproBoe HaMMeHOBaHWe JIEKAaPCTBEHHOTO Npenapara;

N) NepBMYHAnA YNAaKOBKa IEKAPCTBEHHOTO Npenapara;

M) KOMYECTBO IeKapCTBEHHOW GOpMbl B MEPBUYHON YNaKOBKE;

H) BTOpu4YHasa (NnoTpebuTenbckas) ynakoBKa IeKapCTBEHHOrO Npenapara (Npu HanMumnn);

0) KO/NMYeCTBO MNEPBMYHOW  YMAKOBKM  JIEKAPCTBEHHOro npenapata BO  BTOPMYHOM
(noTpebutenbckon) ynakoBKe NeKapCTBEHHOrO NpenaparTa (npu Haanummn);

n) NeKkapcTBeHHasa popma;
P) KOANYECTBO eAMHUL, U3MEPEHMA A03UPOBKM IEKaPCTBEHHOrO Npenapara;

C) HaumeHoBaHMe cybbekTa 0bpalleHnAa NIeKapCTBEHHbIX CPEACTB, OCYLEeCTBAAWEro ¢acoBKy
(ynakoBKy) fiekapcTBeHHbIX NPENapaToB BO BTOPUYHYIO (NOTPebUTENbCKYIO) YNaKOBKY IeKapCTBEHHOIO
npenapata (a Npu ee OTCYTCTBUM - NEPBUYHYIO YNAKOBKY IEKAPCTBEHHOrO Npenapara);

T) Kog HanoronnaTesnbluKa cybbeKkTa obpalleHMA NeKapcTBEHHbIX CPEeACTB, OCYLLECTBAAIOLWEro
dacoBKy (ynakoBKy) /ieKapCTBEHHbIX MpenapaToB BO BTOPUYHYIO (NOTPebUTENbCKYO) YMaKoBKY
NeKapCTBEHHOro npenapara (a Npu ee OTCYTCTBMM - MEPBUYHYIO YNAKOBKY IeKapCTBEHHOrO Npenapara),
B CTpaHe perncrpaumu;

y) CTpaHa peructpauumn cybbekTa ob6palleHUA NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAIOLWEro
dacoBKy (ynakoBKy) /leKapCTBEHHbIX MPEenapaToB BO BTOPWUYHYO (NOTPEBUTENbCKYID) YMNaKoBKY



NleKapCcTBEHHOro npenapara (a npu ee oTCYTCTBUM - MEPBUYHYIO YNaKOBKY JIEKapCTBEHHOro npenapara);

$) agpec mecTa OcCyLLEeCTBAeHUA AeATe/NbHOCTU cybbeKkTa 0bpalleHUs NeKapCTBEHHbIX CPeacTs,
ocyuiecTeasoLero ¢acoBKy (YynakoBKy) NeKapCTBEHHbIX NpenapaTtoB BO BTOPUYHYIO (MOTpebutenbekyto)
YMaKOBKY JIEKapCTBEHHOrO npenaparta (a npu ee OTCYTCTBMM - MEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOTO
npenapara), YKasaHHbI B JIMLEH3UN HA NMPOU3BOACTBO /IEKAPCTBEHHbIX CPEACTB MPU Ha/IMYNUKN TaKoM
avueHsun  (rnobanbHbli  YHUKaNbHbIA - MAEHTUOMKATOp aapecHoro obbekta B deaepanbHOM
MHPOPMALMOHHOM agpecHol cucTeMe U OnucaHue);

X) HanmeHoBaHWe cybbeKTa 06palLEHMA NEKAaPCTBEHHbIX CPEACTB, OCYLIECTB/AIOLIEro CTaauio
BbIMYCKalOLLLEro KOHTPOAS;

) Kog HasoronfaTtenblumka cybbeKkta obpalleHmsa eKapCcTBEHHbIX CPeACTB, OCYLLEeCTBAAIOLEro
CTaAMIO BbIMYCKAlOLLEro KOHTPOAA B CTPaHe perncrTpaLuu;

4) cTpaHa peructpaumm cybbekTa 06palleHMsa IeKapCTBEHHbIX CPEACTB, OCYLLECTBAAOLLErO
CTaAMIO BbIMYCKalOLLEro KOHTPOAS;

W) agpec MecTa OCyLECTB/IEHUA AeATe/IbHOCTU CybbeKTa 06palleHUs NeKapCTBEHHbIX CPEACTB,
OCYLLECTBASAIOLLErO NPOU3BOACTBEHHYIO CTagMI0 BbIMYCKAIOWEro KOHTPO/IS, YKa3aHHbIW B IMLEH3UN Ha
NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB MPU HA/MMYMU TaKOW NULEH3UW (r106anbHbIA YHUKANbHbIV
naeHTudumKaTop agpecHoro obbekTa B depepanbHo WMHOOPMALMOHHOW afpecHon cucteme U
onucaHue);

L) AaTa perucTpaumm npeaenbHom LeHbl Ha IeKapcTBEHHbIN NpenaparT;
bl) NpeAeibHan 3aperucTpupoBaHHas LeHa B pybasx.

4. N3 eguHOro rocyAapcTBEHHOrO peectpa pPUANYECKUX UL, U eAMHOro rocyaapCTBeHHOro
peectpa WHAMBMAYaNbHbIX NpeAnpuHUMaTENeit COOTBETCTBEHHO B  LenAx NoATBepXAeHus
[OCTOBEPHOCTU CBEAEHUN O rocyaapCTBEHHOMN pernctpauum cybbektoB obpalleHuns NeKapCTBEHHbIX
CpeacTB, SABNAIOWMXCA OpraHU3auMamM, NPU3HAaBaeMbIMU HaNOrOBbIM pe3naeHToM Poccuiickoit
depnepauunm, M UHAMBUAYANBHBIMU NPEANPUHUMATENAMM, B CUCTEMY MOHUTOPUHIA NPeaoCTaBAAOTCA
cneaytowme cBegeHuUs:

a) M,D,EHTVI(I)VIKaLI,VIOHHbIﬁ HOMEpP Hanoronnatenblinka Cy6'b€I-(Ta o6pau.|,eHMﬂ NEeKapCTBEHHbIX
cpeAacTs,;

6) Ko, HanoroBoro opraHa;

B) Ko, CTaTyca opUANYECKOro AnLa AN MHAMBUAYANbHOTO NpeanpuHMmaTens;

r) HaMmeHoBaHWe cybbeKTa 06palLleHNA NEKAPCTBEHHbIX CPEACTB;

[) cTaTyc 3anMcKu o perncTpaumnm pPUaNYeckoro anua UAn MHAUBUAYaAbHOro NpeanpUHUMaTens;

e) cBegeHMA O pyKoBoauTene cybbekTa o06palleHMAa NEeKapCTBEHHbIX CPeacTs uMan 06
WHAMBMAYANbHOM NpeanpuHumaTene.

5. M3 rocy,apCTBEHHOrO peecTpa aKKpeaAuTOBaHHbIX GMANAN0B, NPeAcTaBUTENbCTB MHOCTPAHHbIX
IOPUANYECKMX ML, B UeNAX NOATBEeP)KAEHWA [AOCTOBEPHOCTM CBeAeHWA O  perncrpaumm
NpPeACTaBUTENbCTB  MHOCTPAHHbLIX OpraHM3aumii, SABAAIOWLMXCA AepXKaTeNsMn WAW  BAadesblamu
perucTpaunoHHOro yaocToBepeHus, Ha Tepputopun Poccuitickoit ®eaepaumm B cUCTEMY MOHUTOPUHIA
NpeAoCTaBAAIOTCA CAeayloLiMe CBeAEHUA:

a) MAeHTMd)MKaLLMOHHbIVI HOMeEpP HanoronnateNnblWmnKa NpeacraBUTeENbCTBA,



6) KoA, HaNoroBOro opraHa yyeTta NpeAcTaBUTENbCTBA;
B) HAaMMeHOBaHMWe NPeACTaBUTENbCTBA;

r) Homep 3anucK 06 akkpeauTaLUu;

A) cBegeHna 06 MHOCTPaHHOM opraHM3aLmy;

€) Kog, COCTOSIHMA aKKpeauTauuu;

) cBeaeHMA 0 pyKoBoaMTee NpeacTaBmMTe IbCcTea.

6. N3 noacuctembl "MOHUTOPUHI KayecTBa JieKapcTBeHHbIX cpeacts" AUC PocsgpaBHag3opa B
uenax obecneyeHus 6e30NacHOCTU NEKAPCTBEHHbIX CPEACTB B CUCTEMY MOHUTOPWUHIA NPEeAOCTaBAAOTCA
cneayowme cBefeHus O BpemeHHOM BbiBoge (06 OTmeHe BpeMeHHOro BbiBoAa) M3 obpalyeHus
JIeKApCTBEHHbIX  NpenapatoB MO  WMHULMATMBE  YMNOJHOMOYEHHOro  denepanbHOro  OpraHa
WCMOJIHUTE/IbHOW BNACTU:

a) pgaTa, C KOTopoi Heobxoanmo obecneynTb BPeMEHHbIN BbiBOA, (OTMEHY BPeMeHHOro BbiBOAa)
NleKapCTBEHHOro npenapaTa u3 obpalleHus;

6) HOmep PerncTpaLMoHHOro y40CTOBEPEHMWA JIEKAPCTBEHHOTO NPenapara;
B) 4aTa rocyLapCTBEHHOM perucTpaLmm IeKapcTBEHHOMo NpenapaTa;

r) OcCHOBaHWe BpPEeMeHHOro BbiBOAAa (OTMeHbl BpemMeHHOro BbiBOAa) U3 obpalleHus
NleKapCcTBEHHOro npenapara;

) PeKBM3UTbI AOKYMeHTa O BpeMeHHOM BbiBoge (06 OTMeHe BpeMeHHOro BbiBOZa) W3
obpalleHna NekapcTBEeHHOro NpenapaTa;

e) rno6anbHbIN NAEHTUOUKALMOHHBIN HOMEP TOProBON eANHULLbI;
) HOMep NPOM3BOACTBEHHOW CEPUM;

3) MAEHTUOUKALMOHHBIA HOMEpP HajoronnatenblumMka cybbekTa o06palleHUs NeKapCTBEHHbIX
CpeacTB (ecnn ocylecTBAAETCA M3bATME TOMbKO Y OAHOro cybbekTa 0bpalleHus eKapCTBEHHbIX
CpencTs, a He U3bATUE BCEW cepun (napTun).

7. 3 EAMHOI aBTOMATU3MPOBAHHOM MHPOPMALMOHHOW CUCTEMbI TAMOMKEHHBIX OPraHOB C LLe/bio
npeaynpexXaeHusa u npeceyeHuns NpecTynieHnin U agMMHUCTPATUBHbIX NPaBOHAPYLLEHWIM, OTHECEHHbIX K
KOMNETEHLUMU TaMOMKEHHbIX opraHoB Poccuiickoit Pepepaumn, B CUCTEMY MOHMUTOPWHra
NpeaoCcTaBAAIOTCA Cnefylowme CBeAeHUA O JIeKapCTBEHHbIX NpenapaTax, BBE3eHHbIX B POCCUICKytO
denepaumio U MNOMELLEHHbIX NOA ONpPeAeNeHHble TaMOMKEeHHble Npoueaypbl, CoAep)Kawmeca B
TaMOXXEHHOM AeKnapaLumm Ha ToBapbl:

a) KoZ, TaMOXKEeHHOro OpraHa;

6) paTa perncTpaummn TaMoXKEeHHOM AeKapaLmmn Ha IeKapCTBEHHbIM Npenapar;

B) PErMCTPALMOHHbI HOMEP TAMOXKEHHOM AeKNapaummn Ha 1EKAPCTBEHHbIN NpenaparT;
r) cepuiiHbIN rNo6anbHbIN NAEHTUPUKALMOHHBIA HOMEP TOPrOBON eANHULIbI;

[) TaMOXeHHaA CTOMMOCTb, CTaTUCTMYECKasA CTOMMOCTb U $aKTypHas CTOMMOCTb JIeKapCTBEHHOro
npenapara;

e) KO/ CTPpaHbl MPOUCXOXAEHNA NEKAPCTBEHHOIO NpenapaTa,



X) WMAEHTUPUKALMOHHbLIA HOMEp Hasoronnatenblimka cybbekTa ob6palleHUa NeKapCTBEHHbIX
CpeacTB, OCYLLECTBIAIOLLENO BBO3 M AEKIAPUPOBAHME IEKAPCTBEHHOMO NPenapaTa;

3) Kog, 3aABAEHHOW TaMOXEHHOW npoueaypbl B COOTBETCTBMM C KIAcCMPUKATOPOM BMAOB
TAMOKEHHbIX Mpoueayp;

1) AaHHbIE O BbIMyCKe AN BHYTPEHHero notpebieHna eKkapcTBEHHOro npenapara.

8. CucTtema MOHUTOpPMHIA B LENAX MpeaynpexaeHua W npecevyeHma NpecTynieHnin u
aAMUHUCTPATUBHbIX NPABOHAPYLLIEHNIN, OTHECEHHbIX K KOMMETEHLMN TaMOXEHHbIX OpraHoB Poccuiickol
depepaumm, ocywecTaseT nepegady B EAMHYIO aBTOMATU3MPOBAHHYI MHOOPMALIMOHHYIO CUCTEMY
TAaMOXEHHbIX OPraHOB Mo 3anpocy c/eayolue CBEAEHMA O JIEKAPCTBEHHbIX NpernapaTax, BBE3eHHbIX Ha
TeppuToputo Poccuiickon depepaumm:

a) MAEHTUPUKAUMOHHBIM HOMEpP HasoroniaTesbluMKka cybbekTa 0b6palleHMA eKapCTBEHHbIX
CpeAcTB, OCylecTBAsWero Beo3 B Poccuiickyio Pepepaumio U AEKNApPUPOBaAHME JIEKAPCTBEHHbIX
npenaparos;

6) KoA, CTpaHbl MPOUCXOXKAEHMA NEKAaPCTBEHHOro Npenapara;
B) rnobanbHbI MAEHTUOUKALMOHHBIN HOMEP TOProBOM eAUHULLbI;

r) cepuiiHblit rnobanbHblii MAEHTUOUKALMOHHBLIN HOMEP TOProBOW eAWMHWLbI U TPYynmnoBoi Kop,
TPeTUYHOW (TPaHCMOPTHOM) YNAaKOBKMU, B KOTOPOM HaxXoAWUTCA BBeAEeHHbI B 06OPOT NEeKapCTBEHHbI
npenapar;

,Cl,) CTaTyC /IEKAPCTBEHHOIO Npenapata B CUCTeme MOHUTOPUHTQ;

e) nepeyeHb CEPUMHBLIX N0BANbHBIX WAEHTUOUKALUMOHHBIX HOMEPOB TOProBOM eauHUUBI,
coaeprKalLmxcsa B TPETUYHOM (TPaHCNOPTHOM) yNaKoBKe.

MpunoxkeHne N 4
K PekomeHpaumam

1. dopMa 3adgBJIEHUS
o0 perucTtpauun B demepalibHOM I'OCYHAPCTBEHHOM MHOOPMALMOHHOM
CUCTeMEe MOHMUTOPMHIA IBWXKEHMS JIEKAPCTBEHHBIX IIpernapaTos
IJIs1 MEIMUMHCKOTO IPYMEHEHMS OpTaHM3alMi, NPpM3HaBaEMBIX
HaJIOT'OBEIMM PesmuIeHTaMu Poccuyickoy dermepaliuy, HE MMEOIMX
JIMLIEHBMM Ha [IPOMBBOILCTBO JIEKAPCTBEHHEIX CPEICTB, JIMLEH3UM
Ha QapMaleBTHMUECKYK HOeATEeJIbHOCTL, JIMUEH3UM Ha OeATeJIbHOCTb
0 ODOPOTY HAPKOTMUECKMX CPEeAOCTB, IICUXOTPOIHEIX BEHECTB
1 UX NPEeKypPCOPOB, KyJIbTMBMPOBAHMI HApPKOCOOEpXallMX pacCTeHUM
M JIMUEH3UM Ha MeIMUMHCKYK IOeATeJIbHOCTb,
a TakKxe NPelCTaBUTEJIbCTB MHOCTPAHHBIX OpPIaHM3aluM
Ha TeppuTopumMm Poccuiickon demepaumyu, ABJIAOIMXCA IepXaTessaMu
WM BJanejyibllaMM PETUCTPALMOHHBX yOOCTOBEPEHUM
JIEKAPCTBEHHBEIX NIpernapaTos

1. O6lme cBeAeHMA O IOPUANYECKOM /IMLLE, ABNAIOLLEMCA AepXKaTenem Uan Baagenbuem
PermcTpaLmMoHHbIX YA0CTOBEPEHUIA IeKapCTBEHHbIX NpenapaTos/npeacrtaBuTebCTBe MHOCTPaHHON
opraHu3auunn, ABAAIOLLENCA AepXKaTenem UAn BAaaebLem PerncTpalMoHHbIX YA0CTOBEPEHN
NleKapCTBEHHbIX NpenapaTos <5>




HanmeHoBaHMe opnandeckoro
nmua/HanmeHosaHme
npeAcTaBUTENbCTBA MHOCTPAHHOM
opraHusaumun

CBnAeTenbCTBO O BHECEHUMU
3anucu B EguHbIN
rocyAapCTBEHHbIN peecTp
IOPULNYECKUX NL: cepua, Homep,
AaTa peructpaumm (ansa
pesnaeHToB PO)

CBnAeTenbCTBO O BHECEHUMU
3anumcK B rocysapcTBeHHbI
peecTp akKpeAUTOBaHHbIX
dnnnanos, NpeacTaBUTENbCTB
MHOCTPAHHbIX KpUANYeCKUX numy,
(mna npeacraBuTenbcTB)

CBuaeTesibCTBO O MOCTAaHOBKE Ha
y4yeT B HAaJIOrOBOM OpraHe: cepwms,
HoMmep, aaTa pernctpaumm, MHH

A/J,pec MeCTa HaxoXa4eHunA
ropunanyeckoro
}'IMLI,a/I'IpeACTaBVITEI]bCTBa
MHOCTpaHHOf/‘I opraHunsauuu

damnnus, Ums, oTyecTso (Npu
HaAn4YuKn) pykosoauTens
OpraHu3aunn, AOMKHOCTb,
KOHTaKTHas nHdopmaumsa, e-mail

damnnuns, uma, otyectso (npu
HaAM4YMK) IMLA, OTBETCTBEHHOTO
3a BHeZpeHne MapKMpPOBKK B
OpraHn3aunn, 4OMKHOCTb,
KOHTaKTHas nHdopmaumsa, e-mail

2. CBeeHUA 0 geprKaTesie PerncTpaLMOoHHbIX YA0CTOBEPEHNI NEKAPCTBEHHbIX NpenapaTos (eciu

cBefeHuA He nNpecTaBaeHbl B NyHKTe 1 HacToAwero 3aF|BJ'IEHMFI)

N HanmeHoBaHMe

n/n opraHusauum HasoronnaTtenblUMKa B
CTpaHe perucrpaumm

Koa

HanmeHoBaHMe n
uMPpPOoBOI KOA, CTPaHbI
pernctpauum s
cooTBeTCTBUM ¢ O6LMM
KnaccudrKaTopom CTpaH
Mupa

Agpec
opraHusauum

3. CBeaeHmMA 0 NPOM3BOACTBEHHbIX N/IOLLLAAKAX, OCYLLECTBAAIOLMX YNaKoBKy (dpacoBKy)
NeKapCTBEHHOrO NpenapaTa BO BTOPUYHYIO (MOTPebUTENbCKYIO) YNAaKOBKY IeKapCTBEHHOro
npenapara (B cnydae ee OTCYTCTBUA - B NEPBUUYHYIO YNAKOBKY €KapCTBEHHOrO NpenapaTa)



consultantplus://offline/ref=D71FAD6475B89A85BBA7815CFDFC828EA73ADE367485AF01E1D343CFCD34A5B2BAF76427EDB75AAA34C890789C64F40FD0C0766F5FFA85F81Cd9K

N HanmeHoBaHue Koa Appec npoussogutens, Tun
n/n npoussoauTens HanoronnaTenblWMKa B | BKAOYAA HAaMMeHOBaHMe npon3BoAcTBa
CTpaHe perncrpaumm CTpaHbl perncrpauymmn

1) CobcTBEHHOE
2) KoHTpaKTHOe

4. CBeaeHMA 0 NeKapCTBEHHbIX NpenapaTax <6>

N Homep [arta MHH Toprosoe dopma BbInycka
n/n | perucTpaumoHHOro | rocyaapcreeHH HaMMeHOBaHMe (ynakoBKa,
Y4,0CTOBEpPEHMS ou [,03UPOBKa,
perucrpaunm NleKapcTBeHHas
$opma)

5. CBeaeHus 0 BBO3e roTOBOW NPOAYKLMK Ha Tepputoputo Poccuiickoin Peaepavmm

N HanmeHoBaHue HanmeHoBaHue MHH opranusauumn, | Agpec opraHmsaumm,
n/n npogasua opraHusauum, ocyLLecTBAAIOLLEN oCyLLeCTBAALOLLEM
ocyLLecTBAAOLWEN BBO3 BBO3 BBO3

(mosmxHOCTH, OMO PYKOBOAMTEJS OpPTaHM3aLUM)

" " 20 .

(marTa) M.II.

(mopnmce)

<5> MMpu nNpousBoACTBE /IEKAPCTBEHHbLIX MPenapaToB 3a npegenamu TeppuTopuu Poccuitckolit
depepaunm.

<6> MpM HANMUMM NEKApPCTBEHHbIX MPEnapaToB PasNMYHOM (GOPMbl BbIMYCKA, YKasaHHOMN B
pPerucTpaunMoHHOM YA0CTOBEPEHMM JIEKApPCTBEHHOIO Npenaparta, CBeAEHMA A0/XKHbl 6biTb yKasaHbl

OTAE/IbHOM CTPOKOW NO Kaxkaoh ¢opme BbiMNycKa.

2. dopmMa 3asaBIIEHUS
O permcTpauumM B demepalibHOM I'OCYNapCTBEHHOM MHPOPMALMOHHOM
CHUCTEeMEe MOHMTOPMHIA IOBWXEHUA JIEKAPCTBEHHHX [NpenapaTob
OJI9 MEeOMUMHCKOTO MNPMMEHEHMS MHOCTPAHHBIX OpTaHmM3alui,
ABJIAKMMXCA IepXaTessaMy WM BjaOefibliaMy PeTrMCTPalMOHHEIX
YOOCTOBEPEHUM JIEKaPCTBEHHHX MpenapaToB, He NPM3HaBaeMbIX
HaJIOTOBEIMM pesmuIeHTaMu Poccuiickon demepaluuM M HE MMEMMUX
NpelCTaBUTEJILCTB Ha TeppuTopumM Poccuiickon denmepaluuu,
yepes YIHIOJIHOMOYEHHEIX NpelCTaBUTeJIeN



1. O6bwume ceegeHnAa 06 yNONHOMOYEHHbIX NPeACcTaBUTENAX CYOEKTOB 0O PaLLEHMA 1eKapCTBEHHbIX
CPeACTB - UHOCTPAHHbIX OPraHU3aLUmMin, ABAAIOLWLMXCA AepXKaTeIAMN UK BladeIbLaMu
PErncTpPaLnoHHbIX YA0CTOBEPEHWNI NEKAPCTBEHHbIX NPENapaTos, He NPU3HABaEMbIX HA/IOFOBbIMM
pesngeHTamun Poccuiickoinn Pegepaummn n He MMeOLMX NPeACTaBUTENbCTB HA TePPUTOPUN
Poccuintckoint Depepaumm

HanmeHoBaHMe opnandyeckoro
ua

CBnAeTenbCTBO O BHECEHUMU
3anucu B EguHbIN
rocyapCTBEHHbIN peecTp
IOPUANYECKUX UL Cepusa, HOMep,
AaTa perucrpaumm (ans
pe3uaeHToB PP)

CBuaeTenibcTBO O MOCTAaHOBKE Ha
y4yeT B HaJIOrOBOM OpraHe: cepws,
HoMep, aaTa pernctpaumm, MHH

A/J,pec MeCTa HaxoXa4eHunA
ropnanyeckoro amua

damnnus, ums, otyectso (nNpu
HaAn4YuKn) pykosoauTens
OpraHu3aunn, AOMKHOCTb,
KOHTaKTHas MHdopmauus, e-mail

Agpec caitTa B ceTn IHTepHeT
(npy Hannumn)

damnnus, nms, oTyecTso (Npu
HaAM4YMK) MLA, OTBETCTBEHHOTO
3a BHeZpeHne MapKMpPOBKK B
OpraHu3aunmn, AOMKHOCTb,
KOHTaKTHas nHdopmaumsa, e-mail

2. CBepeHua o Aeprarene perncTtpaymnoHHbIX yAOCTOBEpEHMVI NeKapCTBEHHbIX NpPenapaTos

N HanmeHoBaHue Koa HanmeHoBaHue n Agpec
n/n opraHuMsauum HasoronnatenblWwmKka | UMPpPOBON KOA CTPaHbI opraHmMsauum
B CTpaHe perucrpauunm B
perncrpauunm cooTBeTcTBUM ¢ O6LWMM
KnaccupumkaTtopom
CTpaH mMupa

3. CBeaeHMA 0 NPOM3BOACTBEHHbIX N/IOLLAAKAX, OCYLLECTBAAIOWMX YNAKOBKY (PpacoBKy)
NeKapCTBEHHOrO NpenapaTa Bo BTOPUYHYIO (MOTpebUTeNbCKYIO) YNAaKOBKY IeKapCTBEHHOrO
npenapara (B cnydae ee OTCYTCTBUA - B NEPBUUHYIO YNAKOBKY 1€KapCTBEHHOrO NpenapaTa)

N HanmeHoBaHMe Koa HanoronnatenblmKka | Agpec npomssogutens, Tun
n/n npounssoauTensa B CTPAHe permncrpaumm BKAtOYaA npoun3BoOACTBa
HaMMeHOBAHMeE CTPaHbI
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pernctpauum

3) CobcTBEHHOE
4) KoHTpaKTHOoe

4. CBeaeHMA 0 NeKapCTBEHHbIX NpenapaTax <7>

N Homep [aTa MHH Toprosoe dopma BbINyCKa
n/n | perMcTpaumoHHOro | rocyaapcrBeHHoM HaMMeHoOBaHWe (ynakoBKa,
Y4,0CTOBEPEHMS pernctpaumnu [,03UPOBKa,
JNIeKapcTBeHHas
dopma)

5. CBeaeHus 0 BBO3e roTOBOW NPOAYKLMK Ha Tepputoputo Poccuiickoin Peaepavmm

N HanmeHoBaHue HanmeHoBaHue MHH opraHusauum, Appec
n/n npogasLa opraHusauum, ocyLLecTBAAIOLLLEN BBO3 opraHusauum,
ocyLLecTBAAOLWEN BBO3 oCyLLecTBAAOLLE
" BBO3

(mosmxHOCTL, OVMO PyKOBOOMTEJIS OpPIaHM3ALNM)

" " 20 .

(marTa) M.II. (mopnmce)

<7> MpX HaAMUYUM NEKapCTBEHHbIX MNpPenapaToB pPasMYHON ¢GOPMbl BbIMyCKa, YKA3aHHOW B
PEerncTPauMoHHOM YA0CTOBEPEHUWN JIEKAPCTBEHHOMO MpPenapaTta, CBeAeHMA A0/KHbl ObiTb YyKasaHbl
OTAE/IbHOM CTPOKOM MO Kaxkaoih ¢opme BbiNycKa.

MpunoxeHne N 5
K PekomeHgaumam

NEPEYEHDb
CBEAEHUN, NEPEOABAEMbIX CYBbEKTAMW OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B UHGOPMALIMOHHbIN PECYPC, OBECNEYMUBAIOLLLUIA YYET
U XPAHEHUE AOCTOBEPHbIX AHHbIX O TOBAPAX NO COOTBETCTBYIOLLEA
TOBAPHOW HOMEHK/ATYPE

1. ToproBoe HanmeHOBaHMe NeKapCTBEHHOrO npenapara.



N

. BpeHg, (Toprosas mapka).

3. Homep permcrpaumoHHoro ya0CcToBepeHNa NekapcTBEHHOro npenapara.

I

. [laTa rocy4apCTBEHHOM perucTpaummn NekapcTBEHHOro npenapara.

5. HaumeHoBaHuWe aeprkaTtens Uam Brafesbla perncTpaLMoOHHOIO yA40CTOBEPEHUS.
6. ALpec aepKaTens uav Bnagenbla perucTpaLMoHHOro YA0CTOBEPEHMS.

7. MexayHapoHoe HeNaTeEHTOBAaHHOE HAaMMEHOBAHMWE JIEKAPCTBEHHOTO NPenapara;
8. lekapcTBeHHaa dpopma.

9. Koimyectso eguHUL, U3MEPEeHUs A03MPOBKU IEKAPCTBEHHOTO Npenapara.

10. Tun BTOpPWMYHOM (NOTPEBUTENbCKOWM) YMaKOBKM /IeKapCTBEHHOro npenapaTa (a npu ee
OTCYTCTBMM - MEPBUYHON YNaKOBKM IEKAPCTBEHHOTO NpenapaTa).

11. MaTtepuan BTOPMYHOW (NOTPebUTENbCKOM) YNaKOBKM SIeKapCTBEHHOro npenapata (a npu ee
OTCYTCTBMM - MEPBUYHON YNaKOBKM IEKAPCTBEHHOTO NpenapaTa).

12. Konnyectso (mepa) feKapcTBEHHOro npenapaTa BO BTOPUYHOM (NOTpebuTenbckoi) ynakoske
NleKapcTBEHHOro npenapata (B c/iyyae ee OTCYTCTBMA - B MNEPBMYHON YMNaKOBKE NEKAPCTBEHHOrO
npenapara).

13. Hanuume BHYTpU BTOpPMYHOMK (MOTPEOUTENbCKONM) YMaKOBKM JIeKapCTBEHHOrO rnpenapaTta
HEMapKMPOBaHHOW NEepBUYHON YMaKOBKM JIEKAPCTBEHHOro npenapata (npu HaaMyMM BTOPUYHOM
(noTpebutenbcKoi) ynakoBKM nekapcTBEHHOro npenapara).

14. OnucaHWe BNOMKEHHOW BO BTOPUYHYIO (MOTPEBUTENLCKYIO) YMNAKOBKY JIEKAPCTBEHHOrO
npenapaTta HEMapKMPOBAHHOW NEPBMUYHOM YNAKOBKM JIEKAPCTBEHHOrO Npenapara.

15. HaumeHoBaHMWe ¢$acoBLLMKa (YNaKoBLLMKA) (3aNoNHAETCA B CNy4Yae OcyliecTBAeHUsA GacoBKM
(ynakoBku) Ha TeppuTopumn Poccuiickon deaepaumn).

16. Agpec dacoBwmKa (ynakoBLiMKA) BO BTOPUYHYIO (NOTpebUTENbCKylo)  YNaKoBKY
NNeKapCTBEHHOrO Npenapara (a Npu ee OTCYTCTBMM - MEPBUYHYIO YNAKOBKY JIEKapCTBEHHOro npenapara)
(3anonHseTca B ciyyae ocyliecTeaeHns GpacoBKM (YNakoBKM) Ha TeppuTopumn Poccuiickoin depepaumn).

MpunoxkeHne N 6
K PekomeHaaumam

NEPEYEHDb
CBEAEHUW, NEPEAABAEMbIX CYBbEKTAMMW OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA NMPU BBOAE NEKAPCTBEHHbIX
MPEMAPATOB B OBOPOT

1. CBefeHna o NeKapcTBeHHbIX MpenapaTax, MNpPou3BedeHHbIX Ha Tepputopun Poccuiickoi
depepaumm, npefocTaBifsemble B CUCTEMY MapKUMPOBKM CybbekTamu 06palleHMs NeKapCTBEHHbIX
CPeAacTB:



1.1. CybbeKkTbl obpalleHWs NeKapCTBEHHbIX CPeacTB MpM 3aBeplieHnn ¢GacoBKM (YNaKoBKM)
JIeKapCTBEHHbIX MPenapaToB BO BTOPUYHYIO (MOTPebUTENbCKYIO) YNaKOBKY JIeKapCTBEHHOrO Npenapara
(a npu ee oTcyTCTBUM - MEPBUYHYIO YNAKOBKY JIEKAPCTBEHHOrO Npenapara), NpeaocTaBAAloT B cCUCTEMY
MOHUTOPUHIA CAeayowyo UHGOPMALUIO B OTHOLIEHUWN KaXKAoOW TOProBoOi eANHULbI IEKAPCTBEHHOIO
npenapara:

a) AaTa cosepllieHns onepauuu;

6) UAEHTUPMKALMOHHbLIN HOMEP Hasoronnatenblimka cybbekTa obpallleHMAa NeKapCTBEHHbIX
cpeacTts, ocywecTeaawouwero ¢acoBKy (YnakoBKy) J/IeKapCTBEHHbIX MpenapaToB BO BTOPUYHYIO
(noTpebutenbcKyo) ynakoBKy IeKapcTBEHHOro nNpenapaTa (a Npy ee OTCYTCTBUM - NEPBUYHYIO YNAKOBKY
JleKapCTBEHHOrOo npenapara);

B) aApec MecTa OCYyLEeCTBAEHUA AeAaTenbHoCcTH, rae 6bina 3aBeplueHa ¢acoBKa (ynaKoBKa)
NNeKapCTBEHHbIX NPenapaToB BO BTOPMYHYIO (MOTpebuUTENIbCKYIO) YNaKOBKY JIeKapCTBEHHOro npenapara
(a npu ee oTCYyTCTBMM - MEPBUYHYIO YNAKOBKY JIEKaPCTBEHHOrO nNpenapara);

r) TMN NPOU3BOACTBEHHOrO 3aKa3a (KOHTPaKTHOe Man cobCTBEeHHOE NPON3BOACTBO);

A) VMAEHTUPUKALMOHHBIN HOMep HanoronnatenblWyKa cybbekTa ob6palieHMA NeKapCTBEHHbIX
CpeAcTB, SABAAIOWErocs 3aKa3dyMKOM KOHTpaKTHoro (noapsagHoro) npoussoactsa (B caydae
npeaocTaBNeHns UHPopMaLUK cybbeKToOM 06pallleHUs NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAOLMM
KOHTpaKTHOe (NnoapsaHoe) Npon3BoACTBO);

e) rno6anbHbIN NAEHTUOUKALMOHHBIN HOMEP TOProBOM eANHULLbI;
) HOMep NPOM3BOACTBEHHOW CEPUM NIeKapCTBEHHOrO Npenapara;
3) gaTa UcTeyeHua cpoka roaHOCTU IeKapCTBEHHOrO Npenapara;

n) cepuiiHblA rnobanbHbIN UAEHTUPUKALMOHHBIA HOMEp TOProBOM eauHWUbBI, MPUCBOEHHLIN
BTOPUYHOM (NOTPebUTENbCKOM) YMNaKoBKe JIeKAapPCTBEHHOro npenapaTta (a npu ee OTCYTCTBUM -
NnepBMYHOI YNAKOBKe IeKapCTBEHHOTO NpenapaTa);

K) cBeAeHMA UCNONb3yeMOoro AiA perucTpaunmn ceeleHunii ycTponctea (Npu nepeaade ceefeHui ¢
MCNOb30BaHUEM YCTPOMCTBA PerncTpaumm smmccmnn).

1.2. CybbeKTbl 06palleHUs IeKapCTBEHHbIX CPeaCcTB NPUY 3aBepLleHUM NPOU3BOACTBEHHOM CTaann
BbIMYCKalOLLLErO KOHTPO/IA NPEAO0CTaBASIOT CAeAYHoLY0 MHGOPMALMIO O BbiMYCKE rOTOBOM NPOAYKUUM B
OTHOLLEHMM KaxKaoW TOProBon eauMHULbI NEKAPCTBEHHOro npenaparta, NpoM3BeAEHHON Ha TeppPUTOPUM
Poccuiickon ®epepaumu:

a) AaTa coBeplIeHMs onepauuu;

6) VMAEHTUPMKALMOHHBIN HOMep HanoronnateNblwmKka cybbekTa ob6palleHua eKapcTBEHHbIX
CPeACTB, OCYLLECTBAAIOLWErO PErMCTPaLMIO CBEAEHMIA O BbIMYCKE FOTOBOM NPOAYKUNN;

B) agpec MecCTta ocCylwiecrtBneHna OeATeNbHOCTU CY6'bEKTa O6anJ,E'HMF| NeKapCTBeHHbIX CPeacTs,
ocyuwiecrenAaroWero perncrpayuto CBGAEHMVI O BblNnycCKe roToBOM npoayKLnun;

r) BUA AOKYMEHTa O NOATBEPKAEHUN COOTBETCTBUA (CepTUPUKAT UM AeKnapaumsa);
A1) PEKBU3NTLI 4OKYMEHTA O MOATBEPKAEHMM COOTBETCTBMA (4aTa u Homep);

e) cepuiiHbIit rN06anbHbIN NAEHTUPUKALMOHHDBIA HOMEpP TOProBoi eAmHULbl U/UAK FPYnnoBOoMA
KOA, YNaKOBKW, B KOTOPOW HAXoAMUTCA BbIMyLLEHHbIM B 0OOPOT NeKapcTBEHHbIM npenapat (B cayyae
BbIMyCKa TPETUYHOM (TPAHCMOPTHOM) YNAKOBKM LEIMKOM).



2. CBegeHMss O NIeKapCTBEHHbIX MpenapaTtax, NPou3BeAEeHHbIX BHE TeppuTopum Poccuiickoi
dPepepaumnm, npepocTaBAdemble B CUCTEMY MAPKMPOBKU cybbekTamu 0b6palleHMA SeKapCTBEHHbIX
CpescTB:

2.1. Cy6bekTbl 06paLLeHMA NeKapCTBEHHbIX CPEACTB NPU 3aBePLLIEHUM NPON3BOACTBEHHOM CTaaAnM
BbIMYCKAIOLLEro KOHTPOAS NPefoCTaBAAlOT B CUCTEMY MOHMUTOPMHIA cieayrollyo MHPopmaumio B
OTHOWEHMM KaXKAOW eauHMUUbl NIeKapCTBEHHOro npenaparta, MNPOW3BEAEHHON BHE TeppUTOPUM
Poccuiickonn depepauum (Npu OTCYTCTBMM YCTPOICTBA PErucTpaumMm SMUCCUN UAM MNOAKNIOYEHUS K
TaKoOMY YCTPOMCTBY):

a) AaTa cosepllieHns onepauuu;

6) Kog HanoronnaTesblMKa Lep)KaTens WAW BAajeNbla PerncTpalMoHHOro yAoCTOBEPEHUA B
CTpaHe perucTpaumm ambo UAeHTUPUKAUMOHHBIM HOMep HasoronnaTesbluka (419 cybbekTa
obpalleHns JIeKapCTBEHHbIX CPeACTB, ABAAIOLWLErocs OpraHvM3auuei, NPU3HABaemoW HaoroBbIM
pesngeHTom Poccuiickon @Pepepaumm, WM UHAMBUAYaANbHbIM  NpeanpuHMmaTtesem, WM  gns
npeacTaBUTENbCTBA CybbeKTa O0bpalleHuA JIeKapCTBEHHbIX CPEACTB Ha Tepputopuu PoccuicKol
depepayum);

B) KO4, CTpaHbl pernctTpaumm aepxatens uau Bnagenbla perucTpaumoHHoro yaoctosepeHus (ans
cybbekTa o0b6palleHua NeKapCTBEHHbIX CPEeACTB, ABAAIOLWLIEroca opraHusauuel, He npu3HaBaemoW
HaNoroBbiM pesngeHTom Poccuiickoit Pepepaunm U He MMerolLeit NpeacTaBUTENbCTB Ha TEPPUTOPUM
Poccuiickont depepauymm);

r) KoZ HanoroniatenbliMKa cybbeKkTa 0bpalleHUs SIeKapCTBEHHbIX CPEeACTB, OCYLLEeCTBAAOLWEro
¢dacoBKy (ynakoBKy) neKapCTBEHHbIX MpenapaToB BO BTOPUYHYIO (MOTPebuTenbcKyto) ynakosky (B caydae
OTCYTCTBMSA - B MEPBUYHYIO YNAKOBKY JIEKAPCTBEHHbIX NpenapaTos), B CTPaHE perncrpaumu;

[) Kopg, CTpaHbl perucTpaumm cybbekTa obpalleHns NeKapcTBEHHbIX CPEACTB, OCYLLECTBAAIOWEro
¢dacoBKy (ynakoBKy) nekapCTBEHHbIX NPenapaToB BO BTOPUYHYIO (MOTpebuTenbCKyto) ynakoBKy (a npu ee
OTCYTCTBMM - B NEPBUYHYIO YNAKOBKY JIeKapCTBEHHbIX NPenapaTos);

€) HauMeHoBaHMe CcybbeKTa 0BpaLLEHMA NIEKAPCTBEHHbIX CPEACTB, OCYLLEeCTBAAOWEro $GacoBKy
(ynaKoBKy) /neKapcTBEHHbIX MpenapaToB BO BTOPWYHYLO (MOTpPebUTenbCKylo) ynakoBKy (a npu ee
OTCYTCTBMM - B NEPBUYHYIO YNAKOBKY JIeKapCTBEHHbIX NPenapaTos);

)K) KOA4 HasoronsatesibwnKa Cy6'beKTa O6pa|.I.I,EHMFI NeKapCTBEHHbIX CPeACTB, OCYLLECTBNAKOLWEIo
npon3BoACTBEHHYIO CTaAUIO BbiNYCKatOWeEro KOHTpPO/14, B CTpaHe perncrpaunu;

3) KoZ CTpaHbl perucTpauumn cybbekta obpalleHusa NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWEro
NPOM3BOACTBEHHYIO CTAZAMIO BbIMYCKAOLWErO KOHTPOAS;

M) HanmeHoBaHMe Cy6'beKTa O6paLLI,EHMF| NNeKapCTBEHHbIX CpeAacTs, OCyLWecTBAAOWEro
Nnpon3BoACTBEHHYIO CTaAUIO BbliNYCKaOWEero KOHTpPOA;

K) rno6anbHbIn NAEHTUOUKALMOHHBIN HOMEP TOProBON eANHULbI;
1) HOMep NPOM3BOACTBEHHOW CEPUM JIEKAPCTBEHHOMO NPenapara;
M) AaTa UCTeYEHMA CPOKA FOAHOCTU IEKAPCTBEHHOIO NPenapaTa;

H) cepuiiHblA rNo6anbHbIN UAEHTUPMKALMOHHBIA HOMEpP TOProBOW eauHWLUbI, MPUCBOEHHbIN
BTOPUYHOM (NOTPEBUTENBCKOM) YMNAKOBKE JNEKapCTBEHHOro npenapaTa (a npuM ee OTCYTCTBUM -
NnepBUYHON YNaKOBKE IeKapCTBEHHOIO Npenapara).

2.2. CybbeKkTbl 0b6palleHVUA NeKapCTBEHHbIX CPeaCcTB NPV 3aBeplweHUMU ¢acoBKM (ynaKoBKM)



JIEKapCTBEHHbIX MPEnapaToB BO BTOPUYHYIO (NOTPEBUTENbCKYIO) YNAaKOBKY JIEKapCTBEHHOrO npenapara
(a Npu ee oTcyTCTBUM - NEPBUYHYIO YMAKOBKY JIEKAPCTBEHHOrO Npenaparta) NPeaocTaBAAloT B CUCTEMY
MOHMUTOPUHIA CAEAYIOLLYIO MHPOPMALIMIO B OTHOLLEHUN KAXXA0M eANHULbI NEKAPCTBEHHOIO NpPenapaTa,
npou3BeAeHHON BHe TeppuTopun Poccuiickoi Pepepaunmn (Mpu HaAMUYMM YCTPOMCTBA perncrpaumm
3MMUCCUM NN NOSKNIOYEHMA K TAKOMY YCTPOMCTBY):

a) AaTa cosepllieHns onepauuu;

6) Kog, HasnoronnatesbliMKa AepyKaTens WUAU Bragenbla PerncTpauuMoHHOro yaoCTOBEPEHUA B
CTpaHe peructpaumum nmbo uaeHTUOUKALMOHHLIM HOMep HanoronnaTenbwmka (ana cybbekTa
obpalleHns NeKapCcTBEHHbIX CPeACcTB, SAB/AIOLWEroca OpraHusauuein, npuM3HaBaemMol HaoroBbimM
pesngeHTom Poccuiickon @Pepgepaumn, W UHAMBUAYASIbHBIM  NpegnpuHUMaTENnem, WAM  AAA
npeacTaBUTENbCTBA CybbeKkTa 06palleHMa NeKapCcTBEHHbIX CpeacTB Ha TeppuTopum  Poccuiickoit
depepayum);

B) KOZ, CTpaHbl perncTpaumm gepxatens uavm Bnagenbla perucTpaumoHHoOro yaoctosepeHmus (ans
cybbekTa 06palleHua NIeKapCTBEHHbIX CPEACTB, ABMAOLWLErocA OpraHuWsauuwein, He mnpuU3HaBaemol
HaNoroBbiM pe3ngeHTom Poccuiickoit depepauymn M He MMeloLen NpPeacTaBUTeNbCTB Ha TePPUTOpPUN
Poccuiickont Pepepauymm);

r) KoZ HanoroniatenbliMKa cybbeKkTa 0bpalleHUsa SeKapCTBEHHbIX CPEeACTB, OCYLLEeCTBAAOLWErO
¢bacoBKy (ynaKkoBKy) N€KapCTBEHHbIX MPENapaToB BO BTOPUYHYIO (NOTpebuTenbcKyo) ynakoBky (B cayyae
OTCYTCTBMSA - B MEPBUYHYIO YNAKOBKY JIEKAPCTBEHHbIX NPEnapaTos), B CTPaHe perncrpaunm;

[) Kopg, CTpaHbl perucrTpaumm cybbekTa obpalleHns NeKapcTBEHHbIX CPEACTB, OCYLLECTBAAOWEro
¢dacoBKy (ynakoBKy) nekapCTBEHHbIX NpenapaToB BO BTOPUYHYIO (NOTpebUTeNbCKYO) YNaKoBKY (a npu ee
OTCYTCTBMM - B NEPBUYHYIO YNAKOBKY JIeKapCTBEHHbIX NPenapaTos);

€) HauMeHoBaHMe cybbeKTa 0BOpaLLEHMA SIEKAPCTBEHHbIX CPEACTB, OCYLLEeCTBAAOWEro $GacoBKy
(ynaKoBKy) /neKapcTBEHHbIX MpPenapaToB BO BTOPMYHYO (MOTpebuUTenbCKylo) ynakoBKy (a npu ee
OTCYTCTBMM - B NEPBUYHYIO YNAKOBKY JIeKapCTBEHHbIX NPenapaTos);

)K) KOA4 HasoronsatesibwnKa Cy6'beKTa O6pa|.I.I,EHMF| NNeKapPCTBEHHbIX CPeACTB, OCYLLECTBNAKOLWErIo
npon3BoACTBEHHYIO CTaAUIO BbiNYyCKatOWero KOHTpPO/14, B CTpaHe perncrpaunu;

3) KOA4 CTPaHbl perncrtpaunm Cy6'beKTa o6pau.|,eHm=| NEeKapCTBEHHbLIX CpencTB, OCyLeCTBNAKOLWEro
npon3BoACTBEHHYIO CTaAUIO BbiMYCKAOWEro KOHTPONA;

M) HanmeHoBaHMe Cy6'beKTa O6paLLI,EHMF| NNeKapCTBEHHbIX CpeAacTs, OCyLWecTBAAOWEro
Nnpon3BoACTBEHHYIO CTaAUIO BbiNMYCKaOLWEro KOHTpPO4;

K) rno6anbHbIN NAEHTUPUKALMOHHBIM HOMEP TOProBON eANHULLbI;
1) HOMep NPOM3BOACTBEHHOWN CEPUM JIEKAPCTBEHHOMO NPenapaTa;
M) AaTa UCTeYEHMA CPOKA FOAHOCTU IEKAPCTBEHHOIO NPenapaTa;

H) cepuiiHblA rNobanbHbIN UAEHTUDUKALMOHHBIA HOMEp TOProBOW eauHWUbI, MPUCBOEHHbIN
BTOPUYHOM (NOTPEBbUTENbCKOM) YNAKOBKE JNEKapCTBEHHOro npenapaTta (a npu ee OTCYTCTBUMM -
nepBUYHON YNaKOBKe IeKaPCTBEHHOIO Npenapara);

0) cBeAEHMA MCNOb3yeMOro A4 perncTpaumm ceegeHuii ycTpoicTea (Npu nepeaade ceeageHuii ¢
NCMNO/Ib30BaHMEM YCTPOUCTBA PErUCTPALLMM SMUCCUN).

3. CsegeHwus, npeaocrasnAaemble B CUCTEMY  MOHUTOPUHTA Cy6'beKTaMM o6pau1,eva
NeKapCTBeHHbIX CpeAacTB, O JN1IEKAPCTBEHHbLIX MNpenapaTtax, BBO3MMbIX Ha TeEPPUTOPUIO Poccuiickon



degepaumm 13 rocy4apcrs, He ABAAIOLLMXCA YaeHamu EBPasMiicKoro sKOHOMMYECKOTo COHo3a:

3.1. CybbeKTbl 0b6palLeHNa NeKapCTBEHHbIX CPEACTB MPU 3aBEPLUEHUN OTIPY3KM IEKAPCTBEHHbIX
npenapatoB Poccuitckyto ®eaepaumio B ciyvyae Bbibopa NpAMOro nopsaka npeaoctaBieHuns cBeaeHui
NpeaocTaB/AT B CUCTEMY MOHUTOPUHIA cieaytouyo MHGOPMAaLMIO B OTHOLIEHUM KaXKAo0W eanHULLbI
JleKapcTBEHHOrO npenaparTa:

a) naTta cosepllieHns onepauuu;

6) Kog HanoronnaTesblUMKa Lep)KaTens WAW BageNbla PerncTpaumoHHOro yAoCTOBEPEHUsA B
CTpaHe perucTpaumm ambo UAeHTUPUKAUMOHHBIM HOMep HasoronnaTesblmka (418 cybbekTa
obpalleHns JIeKapCTBEHHbIX CPeACTB, ABAAIOLWErocs OpraHvM3auuei, NPU3HABAaemoW Ha/oroBbIM
pesngeHTom Poccuiickon ®Pepgepaumn, W UHAMBUAYASIbHBIM  NpegnpuHUMaTENnem, WAM  AAA
npeacTaBUTENbCTBA CybbeKTa O0bpallleHWA JIeKapCTBEHHbIX CPeAcTB Ha Tepputopuu Poccuiickoi
depepayum);

B) KOZ, CTpaHbl perncTpaumm gepxatens uavm Bnagenbla perucTpaumoHHoOro yaoctosepeHmus (ans
cybbeKkTa 0b6palleHUs JNIeKapCTBEHHbIX CPEACTB, AB/AIOLWLIEroca OpraHusauuen, He nNpU3HaBaeMoW
HaNoroBbiM pesngeHTom Poccuiickoit Pepepaunm U He MMmerolLeit NpeacTaBUTENbCTB Ha TEPPUTOPUM
Poccuiickont Pepepauymm);

r) Kog, HanoroniateNbliMKa, ABAAIOWErocs NpoAaBLOM JIeKapCTBEHHbIX MPEnapaTos, B CTpaHe
peructpauum (B ciyyae OTrpy3KM JIEKAPCTBEHHbIX NPEenapaToB OpraHU3aumen, oTIMYHOW OT AepKaTens
WU BRagenbla PerucTpauuoHHOro yaoctoBepeHus Mbo npeacTaBuTenbcTBa CybbekTa obpalleHus
NNeKapCTBEHHbIX CPEACTB Ha TeppuTopun Poccuitickon deaepauun);

4) Kop, CTpaHbl perucTpauMu nNpoAaBLa JIEKAPCTBEHHbIX MpenapaTtoB (B cayyae OTrpysKu
NIeKapCTBEHHbIX  MpenapaToB  OpraHusaumeln, OTAMYHOM  OT  gepkatensa WAM  BAagenbua
PEerucTpPaunoHHOro yAOCTOBEPEHUA MO0 MpeacTaBUTENbCTBA CyObeKTa 0bpalleHna JIeKapCTBEHHbIX
cpencTs Ha TeppuTopmn Poccuiickon deaepaumm);

e) MAEHTM(I)VIKaLI,VIOHHbIﬁ HOMEpP Hanoronnatenblmka Cy6'bEI-(Ta O6paLLI,eHMﬂ NEeKapCTBEHHbIX
CcpeAacTs, ABNAKOWEroCA NOKynaTeem NIEKAPCTBEHHbIX NPENapaTos B Poccuinckoit dJe,qepau,MM;

)K) KOA4 TaMOXEHHOro opraHa u peI'MCTpaLI,MOHHbIﬁ HOMep CKnagda, Ha I-(OTOprﬁ ocyuwecrtB/sieHa
OTrpyska (opraH N MeCTO Ha3Ha4YeHUnA cornacHo TOBapOCOHpOBO,ﬂ,MTEHbHOVI ,CI,OKyMEHTaLI,VIM);

3) TN goroBopa;

1) PEKBU3UTbI NEPBUYHOr0 AOKYMEHTA, ABNAIOLLETOCA OCHOBAHWEM ANS OTIPY3KM JIEKaPCTBEHHOro
npenapata B Poccuiickyto Peaepaumio (gata n Homep);

K) cepuiiHblili rnobanbHblii MAEHTUOUKALMOHHBIN HOMEP TOProBOW eAuHULbl U/uan rpynnoBoi
KOZA, YAKOBKM, B KOTOPOW Haxo4uTCA AAHHbIN NeKapCTBEHHbIM NpenapaT (B cyvyae OTrpy3KM TPETUYHOM
(TpaHCNoOpTHO) YNaKoOBKM LEeNKOM).

3.2. CybbeKTbl 0bpalleHmsa NeKapCcTBEHHbIX CPEACTB MPM OCYLECTBNIEHUM BBO3a W pasmeLleHuA
NeKapCTBEHHbIX MpenapatoB B mecTe NpubbITMA Ha TeppuTopuu Poccuiickoih depepaumm B 30HE
TAMOXEHHOTO0 KOHTPONs B cayd4ae Bblbopa o06paTHOro mnopsAKka NpeaocTaBAEHUA CBefeHWUN
NpeaoCTaBAAIOT B CUCTEMY MOHUTOPUHIa CAeAyoLy0 MHPOPMALMIO B OTHOLWEHUN KaXKAoN eanHULbl
NeKapCTBEHHOro npenapara:

a) AaTa coBeplleHMA onepauuu;

6) VMAEHTUPUMKALMOHHBLIN HOMep HanoronnateNblwmKka cybbekTa o6palleHMa eKapcTBEHHbIX
CPeAcTB, OCYLLEeCTBAAIOWEro BBO3 /IEKAPCTBEHHbLIX MpenapaToB Ha TeppuTopuio  Poccuitckoi



depepauum;

B) KoA HajoronnatenbliyKa AepskaTens Uan BAafenblia PerncTpaumoHHOro yaoCToBepeHus B
CTpaHe peructpaumMm AMbo UAEHTUOUKALMOHHBbIN HOMEP Hasoronnatenblumka (ana cybbekTa
obpalleHns NeKapcTBEHHbIX CPeAcTB, ABAAIOLWEroca oOpraHusauuein, npuM3HaBaemMol HaIoroBbimM
pesnaeHToM Poccuiickot  ®depepaumn, U UHAMBUAYANIbHbIM  NpeanpuHMMaTenem, Wan  Aans
npeacTaBuTeNbCTBa CybbeKkTa oOpalleHnsa fIeKapCTBEHHbIX CPeacTB Ha Tepputopun  Poccuitckoit
depepayum);

r) Kog CTpaHbl pPerncTpaumm gepatens uan Bragenbla permcTpaumMoHHOro yaocToBepeHus (gns
cybbeKkTa obpalleHns N1eKapCTBEHHbIX CPEACTB, ABAAIOWEroca OpraHusauuen, He npusHaBaemol
HaNoroBbIM pe3sngeHTom Poccuiickoit Pegepaumm 1 He MMeloLLe NpeacTaBUTENbCTB Ha TEPPUTOPUM
Poccuiickont Pepepaumm);

[) Koa HanoronnaTesblyKa, ABAAIOWErOCA NPOAABLOM JIEKapCTBEHHbIX NMPENapaToB, B CTpaHe
peructpaumm (B ciy4ae OTrpy3KM JIEKAPCTBEHHbIX NPenapaToB OpraHM3aLmMen, OTIMYHOW OT Aep:KaTens
WAN BRajenbla perncrTpaumMoHHOro yaoctrosepeHua nmbo npeactaButenbcTBa cybbekta obpalyeHus
NIeKapCTBEHHbIX CPEACTB Ha TeppuTopun Poccuiickoli ®eaepaunn);

€) Kop, CTpaHbl pPerncrpauMuM npoaaBLa JIEKAapCTBEHHbIX MPenapaToB (B c/iyy4ae OTrpy3Ku
NIeKapCTBEHHbIX  MpenapaToB  OpraHusaumein, OTAMYHOM  OT  gepKaTtena WAW  BAagenbua
PErucTPauMoHHOIo YAOCTOBEPEHUA MO0 MpPeACcTaBUTENbCTBA CyObeKTa 0bpaLleHUa JIeKapCTBEHHbIX
cpencTs Ha TeppuTopmn Poccuiickon depepaumm);

)'K) KO4 TAaMOXEHHOro opraHa " peI'MCTpaLI,MOHHbIﬁ HOMEep CKnaga (a,a,pec MeCTa HaxoxXAaeHuA
TOBapa CornacHo TaMOKEHHOWM AeKNnapaunn Ha 1eKapCTBeHHbIE npenapaTbl);

3) TN AoroBopa;

N) PEKBU3NTbI NEPBMYHOrO AOKYMEHTa, ABAAIOWErocs OCHOBaHMEM AN BBO3a JIeKapCTBEHHOro
npenaparta Ha TeppuTopuio Poccuiickoit dPegepaumm (aaTa U Homep AOKYMeHTa cybbeKkTa obpalleHus
NIeKapCTBEHHbIX CPeAcCTB, OCYLLECTBAAIOWEro OTIPY3KY JIeKapCTBEHHbIX npenapatoB PoccuiicKyto
depepauymio);

K) cepuiiHblii rnobanbHblii MAEHTUGUKALMOHHBLIN HOMEP TOProBoOW eauHMUbl /UM rpynnosoi
KOZ, YMaKOBKM, B KOTOPOM HaxoAuTca AaHHbIM (B cnydyae BBO3a TPETMYHOWM (TPAHCMOPTHOM) ynaKoBKM
Le/IMKOM).

3.3. Cy6bekTbl 0bpalleHNn NeKapCTBEHHbIX CPeACTB MPU OCYLWECTBNIEHUM BBO3a JIEKAapPCTBEHHbIX
npenapatoB B Poccuiickyto ®deaepaumio geprkaTenem  WUAM  BNAAENbUEM  PEermcTpaumoHHOro
YAOCTOBEPEHUS MAN NpPeacTaBUMTeNbCTBOM CybbeKkTa 06pallleHMs NeKapCTBEHHbIX CpeacTB  Ha
Tepputopun Poccuitickoit degepaunn, a TaKKe BBO3a JIEKAPCTBEHHbIX NPenapaToB B pamKax A0Orosopa
KOHCUTHAUMK, NPefoCTaBAAOT B CUCTEMY MOHUTOPWMHIA C/ledylolwyo MHGOPMALMIO B OTHOLIEHWUU
KaXk40M eaUHMLbI NEKAPCTBEHHOrO Npenapara:

a) AaTa coBepLIeHMA onepauuu;

6) Kog HanoronnaTenblMKa Aep:KaTens MAM BAageNbla PerncTpaumMoHHOro yAOCTOBEPEHUS B
CTpaHe perucTpaumm nnbo uAeHTUPUKAUMOHHBLIM HOoMep HanoronnaTenblmka (408 cybbekTa
obpalleHna IeKapCTBEHHbIX CPeACTB, ABAAIOLWEroca oOpraHM3auven, NPU3HaBaemoW HaNoroBbiM
pesngeHtom Poccuiickoin  ®degepauun, U MHAMBMAYANbHbIM MNpeanpuHMMaATENemM, WAW  A4NA
npeAcTaBUTeNbCTBa CybbeKTa o0b6palleHUA /IeKapCTBEHHbIX CPeACTB Ha Tepputopuu  Poccuitckol
depepauum);

B) KOZ CTpaHbl PerucTpaumnmn gepxaTtena uav Bnagenbla perucTpaumMoHHOro yaocrosepeHus (ana
cybbekTa o06palleHua NeKapCTBEHHbIX CPEeACTB, ABAAIOWEroca OpraHusaumeln, He nNpU3HaBaemomn



HanorosbiM pesnaeHTom Poccuiickoit ®egepaummn U He uMmetrowe NpeacTaBUTeNbCTB HA TEPPUTOPUM
Poccuiickon deaepaumm);

r) Kog HanoronnaTesnbliMKa, ABAAIOLWEroca NPoAaBLOM /NIeKapCTBEHHbIX NpenapaTos, B CTpaHe
pernctpauum (B cnydyae oTrpy3KMU IEKapPCTBEHHbIX NPenapaToB opraHuMsaluMen, OTANYHON OT AepKaTtens
WAW BNaZeNbLa PernucTpauMoHHOrO YyAOCTOBEPEHMA NMBO npeacTaBuTenbCTBa cybbekTa obpalueHus
JIeKapCTBEHHbIX CPeACTB Ha Tepputopumn Poccuiickoit Pepepaumn);

) KoA, CTpaHbl perucTpauuu npoAaBua JIEKAPCTBEHHbIX MpenapaTtoB (B Ciayyae OTIPy3KM
JIeKapCTBEHHbIX  MpenapaTtoB  OpraHWsauuen, OT/JIMYHOW  OT  AepXaTena WAM  BAagenbua
pPerucTpaumoHHOro yaoCcToBepeHMsa nnMbo npeacTaButenbcTBa cybbekTa obpalleHua neKapcTBEHHbIX
CpeAcTB Ha TeppuTopun Poccuiickoit Geaepaunn);

€) KoA TaMOXEHHOro opraHa W PerucTpaumoHHbIM HOMepP CKAada (agpec mecrta HaxoxaeHus
TOBapa COr/iiacHO TaMOXEHHOM AeKnapaLmmn Ha JIeKapCTBEHHble Nnpenaparbl);

X) TMN Joroeopa;

3) PEKBU3UTbI MEPBUYHOTO LOKYMEHTa, ABAIOLWEroca OCHOBAHMEM ANS BBO3a JIEKAPCTBEHHOrO
npenaparta Ha TeppuTopuio Poccuiickol depepaunm (gata n Homep);

n) cepuiiHbIA rnobanbHbli MAEHTUPUKALMOHHBIN HOMEP TOProBoW eAuHULbI U/Uan rpynnosoi
KOA, YNaKOBKW, B KOTOPOWN HaxoAMTCA AaHHbIN (B clydae BBO3a TPETUYHOM (TPaAHCMOPTHOM) ynaKOBKM
Le/IMKOM).

3.4. CybbeKTbl 06paLLeHusa NeKapCTBEHHbIX CPeACTB, OCYLECTBAALWME Nepesady eKapcTBEHHbIX
npenapaTtoB, TMOMELLEHHbIX MO TaMOXEHHYI Mpouesypy TaMOMKEHHOro cKaaga, Apyromy
COBCTBEHHUKY (CMeHe COBCTBEHHMKA) MpPeaoCTaBAAlOT B CUCTEMY MOHWMTOPWMHIA  CeAyHoLLyto
MHPOPMALMIO B OTHOLIEHMM KaXKA0W eAMHMLbI IeKapCTBEHHOro Npenapara:

a) AaTa coBeplUeHUs onepaunu;

6) Kog HanoronsnatesiblMKa B CTpaHe perucTpaumm ambo UAEHTUOUKAUMOHHBIA HOomep
HanoronfaTeNblWwMKa cybbekTa obOpalleHUs NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIOWEro nepegavy
NleKapCTBEHHbIX npenapatoB (ana cybbekta 06palleHMA NeKapCTBEHHbIX CPeACTB, ABAANOLWErocs
opraHu3aunen, NpM3HaBaeMol HaforoBbIM pesnaeHTom Poccuitckonnt Pepepaumn, 1 UHANMBUAYANbHBIM
npeanpuHUMaTENemM, UAW ANA NPeACTaBUTENbCTBA CybbeKTa obpalleHna NeKapCTBEHHbIX CPeACTB Ha
TeppuTtopun Poccuiickon deaepauymm);

B) KOZ CTpaHbl perncrtpauum cybbekta obpalleHMa NeKapCTBEHHbIX CPeACTB, OCYLLECTB/AIOLWLEro
nepenayy J/IeKapCTBEHHbIX MpenapaToB (ana cybbekTa obpalleHna IeKapCTBEHHbIX CPeAcCTs,
ABNAIOLWENCA OpraHM3aLmen, He NPU3HABAaEMOM HANOroBbIM pe3naeHTomMm Poccuiickon depepaumm n He
MMeloLLLEM NpeacTaBUTENbCTB Ha Tepputopum Poccuiickon Peaepauun);

r) MAEHTUPUKALMOHHBIN HOMEep HasoronnaTesnblyMKa cybbekTa o6palleHUs fleKapCcTBEHHbIX
CPeACTB, OCYLLECTBAAIOLWEro NPUEMKY JIEKAPCTBEHHbIX MPENapaTos;

[) PEKBM3UTbI NEPBMYHOIO AOKYMEHTA, ABAIOLLENOCA OCHOBAHWEM ANA Nepeaayn NeKapCTBEHHbIX
npenapartos (gata 1 Homep);

e) cepuiiHbIi r106anbHbIN NAEHTUPUKALMOHHDBIA HOMEpP TOProBon eaunHWMUbl U/Man rPynnosoi
KOJA, YNaKOBKU, B KOTOPOW HaxoAUTCS AaHHbIM IeKapCTBEHHbIN Npenapar (B ciyyae nepegayun TpeTUYHOM
(TpaHCNOpPTHOI) YNaKOBKM LeINKOM).

3.5. CybbeKTbl 06palleHns NeKapCTBEHHbIX CPEeACTB NPY NOATBEPIKAEHUN CBeaeHNn 06 oTrpysKe,
BBO3€ /IeKapCTBEHHbIX NpenapaTtos B Poccuiickylo Pegepaunto, npuemre Ha papmaueBTUYECKUIA CKNag,



WU O nepepaye npas cobCTBEHHOCTU Ha NIEKAPCTBEHHbIN NpenapaT, NOMELLEHHbIA NoA4 TaMOXKEHHYH
npoueaypy TaMOMKEHHOTO CKNaia, CoOAepPKallMXCa B CUCTEME MOHUTOPUHTIA, NPeAoCTaBAAOT B CUCTEMY
MOHMUTOPUHTA CAeayoLLyo MHGOPMALMIO B OTHOLLEHUM KaXKA0M eAUHULIbI IeKapCTBEHHOro NpenaparTa:

a) naTta coseplieHns onepaumu;

6) Koa HanoronnatenblyKa B CTpaHe peructpauum ambo uAeHTUOUKALMOHHBLIN Homep
HasoronnaTesbWnMKa  CcybbekTa  obpalleHMA  NeKapCTBEHHbIX  CPEeACTB,  OCYLULECTBASIOWEro
noATBEPXKAEHNE CBEAEHMI O NEKAapPCTBEHHbIX NpenapaTax (ana cybbekTa obpaleHua NeKapCcTBEHHbIX
CpencTs, ABAAIOWEroca opraHuMsauMein, MNpPU3HABaeMoON HaNoroBbiIM pe3naeHTom Poccuitckol
depepauun, U MHAMBMAYA/IbHbIM NpeanpuUHMUMaTENIeM, WAW AN NpeAcTaBuTeIbCTBa CcybbeKTa
06 paLleHna NeKapCTBEHHbIX CPEACTB Ha TeppuTopun Poccuiickoin degepaumm);

B) KOZ CTpaHbl peructpauumn cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB, OCYLLECTBAAOLLENO
NoATBEpPKAEHME CBEAEHUI O IEKapCTBEHHbIX NpenapaTtax (oaa cybbekTa obpalleHusa leKapCTBEHHbIX
CpeAcTB, ABAAIOLWErocA OpraHusauuen, He NPU3HABAEMOW HANOroBbIM pe3uaeHTom Poccuiickoi
depepaumnm 1 He UMelOLWEN NPEACTaBUTENLCTB Ha TeppuTopun Poccuiickol Geaepaunn);

r) Kopg HanoronnaTtesNbliyka B CTpaHe pernctpaumm avbo UAeHTUPUKALUMOHHBIN HOomep
HasoroniaTebliMKa cybbekTa 0bpalleHMsa NeKapCTBEHHbIX CPEACTB, PaHee OCYLLEeCTBMBLIEro nepesayy
cBefeHulii 06 OTrpy3Ke WM BBO3e JIeKapCTBEHHbIX MpenapaTtoB B Poccuiickyio depepaumio, nam o
nepefaye /IeKapCTBEHHbIX MPENapaToB HOBOMY COBCTBEHHWMKY (4n1A cybbekta obpalyeHus
NNEKAPCTBEHHbIX CPEACTB, AB/AIOWErocs OpraHuM3auMei, NpuM3HaBaemMoW Ha/MoroBbiIM PE3NLEHTOM
Poccuiickoit depepaunn, M MHAMBMAYASbHBIM NpPeAnpUHUMATENEM, UAW ANA NpPeacTaBUTENbCTBa
cybbeKkTa o0bpalleHMA NeKapCTBEHHbIX CPeACTB Ha Tepputopumn Poccuiickoin Peaepaumm);

A) Kog CcTpaHbl perucTpaumm cybbekta obpalleHMA NeKapcTBEeHHbIX CpeacTs, paHee
OCylLLecTBMBLUErO nNepegayy cBedeHU o6 OTrpy3Ke WAM BBO3€ JIeKAaPCTBEHHbIX MNpenapaTtoB B
Poccuiickyto degepaunio, MAK 0 Nepefadye NeKapCTBEHHbIX NpenapaTtoB HOBOMY COBCTBEHHUKY (anA
cybbeKkTa 0b6palleHuA NeKapCTBEHHbIX CPeAcTB, ABAANOLWLErocA opraHusaumwei, He npU3HaBaemol
HanorosbiM pesngeHTom Poccuiickoit Pepepauum U He Mmerolleit NpeacTaBUTENbCTB Ha TEPPUTOPUM
Poccuiickon deaepaymn);

e) cepuliHblit rN06anbHbIN NAEHTUPUKALNOHHbBIA HOMEpP TOProBon eauMHWUUbI U/MAK rPynnoBoi
KO, YNaKOBKM, B KOTOPOW HAaXoAMUTCA AaHHbIM NeKapCTBEHHbIW Npenapar (B ciyyae nepesaym TpeTUYHOM
(TpaHCNoOpTHOM) YNaKoBKM LEeNKoM);

)K) noarsepXaeHne npuemMmKnm NeKapCTBEHHbIX NpenapaTtoB, B OTHOWEHWUWU KOTOPbIX MPUHATO
peweHne Poc3gpaBHaA30poOM O MPUOCTAHOBAEHUN O6paLLI,EHM‘r'|.

3.6. CybbeKTbl 06palleHUs NEeKapCTBEHHbLIX CPeACTB NPU MNEPEMELLEHUN NIeKapCTBEHHbIX
npenapaToB MeXAy 30HaMM TaMOMKEHHOrO KOHTPOAA NpPeaoCTaBAAlOT B CUCTEMY MOHWUTOPUHIA
cnepytoyto MHGOPMaLMIO B OTHOLWEHUN KaXKA,0M eaUMHNLbI IeKapCTBEHHOTO Npenapara:

a) AaTa coBepLIeHMA onepauuu;

6) Kog HanoronsnatesiblMKa B CTpaHe perucTpaumm ambo UAeHTUOUKAUMOHHBIA HOomep
HanoroniaTeNbWMKa cybbekTa 0b6paLLeHMA TEKAPCTBEHHbIX CPEACTB, OCYLLECTBAIOLLENO NepemMeLleHNe
NeKapCTBEHHbIX npenapatoB (ana cybbekta 06palleHMA eKapCTBEHHbIX CPEeACTB, ABAANOLWErocs
opraHM3aunen, NpM3HaBaeMol HaoroBbIM pesnaeHTom Poccuitickont depepaumn, 1 UHANMBUAYANbHBIM
npeanpuHUMaTenem, UAn Ans NpeacTaBUTENbCTBA CybbeKTa obpalleHMa NeKapCTBEHHbIX CPeacTB Ha
TeppuTopun Poccuiickon deaepaumm);

B) KO4 CTpaHbl peructpauumn cybbekTa obpallueHns NeKapcTBEHHbIX CPeACTB, OCYLLECTBAAIOWEro
nepemelleHMe fieKapcTBEHHbIX npenapatoB (gna cybbekTa obpalleHUs fleKapcTBEHHbIX CPeacTs,
ABNAIOLWErocA opraHM3aumen, He NPU3HaBaemMol HaforoBbIM pesnaeHTom Poccuiickoit Peaepaunn n He



MMetolLlel NpeacTaBUTENbCTB Ha Tepputopun Poccuiickot Peanepauun);

r) KoA TaMOMKEHHOro opraHa W pPerucTpaLMoHHbIA HOMEpP CcKAaja oTrpy3kuM (agpec mecrta
HaX0oXAeHUs ToBapa COr/lacCHO TAMOXEHHOM AeKNapaLnn Ha NeKapCcTBEHHbIe npenapaTbl, U3 KOTOPOro
OCyLLecTBASETCA NepeMeLleHune);

) KOA TaMOXEHHOro opraHa M pPerncTpaumoHHbIM HOMEpP CKaada npuemku (agpec mecra
HaxXoMAeHWA ToBapa, B KOTOPOE OCYLLECTBAAETCA NepemMelleHne);

e) cepuiiHbIi rnobanbHbIi MAEHTUPUKALMOHHBIN HOMEpP TOProBon eauHUUbl /UM rpynnoBo
KOA, YNAKOBKW, B KOTOPOM HaxoAWTCA AaHHbIM NEKapCTBEHHbIW MnpenapaTt (B ciyvyae nepemelLeHus
TPETUYHOM (TPAHCMOPTHOM) YNaKOBKU LLESIMKOM).

3.7. CybbekTbl 0bpalleHWA NeKapCTBEHHbIX CPeACTB MPU MPUHATUM peLUeHUA O BbliNycke
JIeKapCTBEHHbIX NPEenapaToB ANsA BHYTPEHHero nortpebneHus (MAM B OTHOLUEHMU MHOM TaMOXKEHHOW
npoueaypbl), MNPUHATOrO TAMOMKEHHbIMM OpraHamu, MpPefoCTaBAAT B CUCTEMY MOHUTOPWHIA
cnefytoLLyo MHGOPMALUIO B OTHOLIEHUM KaXKA0M eAMHULbI N1EKAPCTBEHHOMO NpenapaTa:

a) flaTa coBepLIeHMs onepauuu;

6) MOEeHTUPUKAUMOHHBIA HOMep HanoronnaTtenbliyka CybbeKkTa 06palleHUs fIeKapCTBEHHbIX
CPenCTB, OCYLLECTB/AIOLLErO AEKIAPUPOBAHME NEeKAapPCTBEHHbIX NPenapaToB Ha Tepputopmun Poccuiickoin
depepauuy;

B) KOZ, TaMOXeHHOW npoueaypsl;
r) Ko4 TaMOXKEeHHOro opraHa;
[) PEKBU3UTbI TAMOXEHHOW AeKNapaLnn Ha NeKkapcTBeHHble npenapatsl (A4aTta U Homep);

e) TaMOXEHHaA CTOMMOCTb NNIEKAPCTBEHHOrO npenaparta CoranacHo TaMOXEHHOM AeKnapaunn Ha
NeKapCTBeHHbIE Npenapartbl;

X) BUAO, AOKYMEHTa NOATBEPKAEHMA COOTBETCTBUA (cepTUdMKAT MAM AeKnapaums, B cayyae
perucTpauumn ceeAeHui o BbiMycKe IeKapCTBEHHbIX NPenapaToB ANa BHYTPEHHero notpebneHus);

3) PEKBU3NTbI OOKYMEHTa noATBepXAeHNA COOTBETCTBUA (,a,aTa n HOMep, B Caiy4ae perncrpaumm
CBE,D,EHVII\/‘I O BbINYyCKe NeEKAPCTBEHHbLIX MPeENapaToB ANA BHYTPEHHETO I'IOTpe6ﬂeHMﬂ);

n) cepuiiHbIn rNobanbHbl NAEHTUPUKALMOHHbLIA HOMEpP TOProBon eAnHWUUbI U/MAK rpynnoBoi
KOA, YNaKOBKW, B KOTOPOM HaxoAMTCA AaHHbIN NEeKapCTBEHHbIM Npenapat (B ciy4ae NOMeLLeHMA nog,
TAMOXKEHHYIO NpoLueaypy TPETUUYHON (TPAHCMOPTHOM) YNaKOBKM LLeIMKOM).

B cnyyae HeOb6XOAMMOCTM YyKa3aHUA LOKYMEHTOB NOATBEPKAEHWUA COOTBETCTBUA C PasINYHbIMU
PEKBU3UTAMM BHYTPU TPETUYHOM (TPAHCMOPTHOM) YNaKOBKM CybbeKT 0b6palleHMA JIeKapCTBEHHbIX
CPeAcTB, OCYLWECTBAAIOWMIA  PErucTpauuio B CUCTEME MOHWUTOPUHTA CBeAEeHUIA O  BbIMycKe
NeKapCTBEHHOro npenapaTta ANs BHYTPEHHEro noTpebieHMs MOMKET COoObWUTL A0MNO0/HUTE/bHbIE
CBEAEHMA ANA TPYNnoBbiX KOAOB (rN106anbHbli MAEHTUOUKALMOHHBLIA HOMEpP TOProBON eauHULbI,
HOMEpP NPOW3BOACTBEHHOW CEPUM, BUA U PEKBU3UTbI AOKYMEHTa MOATBEPNKAEHUA COOTBETCTBUA ANA
YKasaHHOro rno6anbHoro WAEHTUOUMKALUMOHHOTO HOMEpa TOProBoM eAMHMUbBI M HOMepa
NpPOM3BOACTBEHHOM cepum).

B cnyyae Heob6XOAMMOCTM YKa3aHMA pPasANYHOM TaMOMEHHOM CTOMMOCTM J1IeKapCTBEHHbIX
npenapaToB BHYTPU TPETUYHOW (TPAHCMOPTHOM) YNAKOBKM Cyb6bEKT 06palleHnA JeKapCTBEHHbIX
CPeAcTB, OCYLWECTBAAIWMIA PerucTpauuio B CUCTEME MOHWUTOPUMHIA CBEAEHWIA O  BbiNycKe
NeKapCTBEHHOro npenapaTta ANA BHYTPEHHero notpebieHUa MOMKeT coobWwmTb AO0MOAHUTENbHbIE



CBeAEHUs B OTHOLIEHWW TPYMMOBbIX KOAOB YMNaKOBKW (rnobanbHbii MAEHTUPUKAUMOHHBIA HOMeEp
TOProBOoN eAWHULbI, HOMEpP NPOU3BOACTBEHHOW CEPUU, TAaMOMKEHHAA CTOMMOCTb JIEKApPCTBEHHOIO
npenapaTta A1s YKa3aHHOro rnobanbHoro MaeHTUMGUKALMOHHOIO HoOMepa TOProBoM eanHULLbI U HOMepa
NpoOun3BOACTBEHHO cepun).

3.8. CybbekTbl 0bpalleHMa /EeKAapCTBEHHbIX CPEeACTB MPU  MNepemMelleHUn  IEKAaPCTBEHHbIX
npenapaToB U3 30Hbl TAMOMKEHHOFO KOHTPOA Ha dapmMaLeBTUYECKMI CKAaL NPesoCcTaBAAloT B CUCTEMY
MOHMUTOPUHIA CeAyoLWy0 MHOOPMALMIO B OTHOLIEHMM KaXKA0M eaMHULLBI IeKapCTBEHHOMO NpenapaTa:

a) naTta cosepllieHns onepauuu;

6) MOEeHTUPUKAUMOHHBIA HOMep HajoronnaTesbluMka cybbekTa obpallleHns NeKapCTBEHHbIX
CPeACTB, OCYLECTBAAIOWEro BBO3 JIEKAPCTBEHHbIX MpernapaTtoB Ha Tepputopuio PoccuiicKol
depepauuy;

B) agpec mecta OCyLLEeCTB/EHUA AeATe/IbHOCTU CcybbeKTa 0bpalieHns NIeKapCTBEHHbIX CPEeACTs,
OCYLLECTBNAIOLLErO BBO3 /IEKAaPCTBEHHbIX NPenapaToB Ha Tepputopuio Poccuiickoi Peaepaumu;

l') KOA4 TaMOXEHHOTo opraHa v peFMCTpaLLMOHHbIﬁ HOMepP CK1ada OTrpy3Ku;

[) PEKBU3UTBLI NEPBUYHOTO AOKYMEHTA, ABNAIOLLErOCA OCHOBAHWEM A/1A NMPUEMKU IEKAPCTBEHHbIX
npenapaToB Ha GapmaLEeBTUYECKUIA CKNaL (4aTa u Homep);

e) CTOMMOCTb, YKa3aHHaA B COI'IpOBOAMTEJ'IbHOﬁ AOKYMEHTALUMN Ha TOBApP, Ha OCHOBAHUU KOTOpOVI
Oq)OpMﬂ‘r'leTCﬂ TAaMOXEHHaA AeKnapauuAa Ha J1IEKAapPCTBEHHbIE nNpenapaTtbl, C y4ETOM TaMOMEHHbIX
NOLWwnH, C60pOB 3a TAMOXEHHOEe od)omeeHme M HAaNoros,

) cepuiHbIA rN06anbHbIA UAEHTUPUKALMOHHbBIA HOMEpP TOProBoi eauHULbl U/Uan rpynnoBon
KO4, YNaKOBKM, B KOTOPOM HaxoAWTCA AaHHbIN NeKapCTBEHHbIW npenapart (B cayyae NPUEMKM Ha CKNag
TPETUYHOM (TPAHCMOPTHOM) YNaKOBKM LENKOM).

B cnyyae Heo6XOAMMOCTM YKa3aHWA Pas/NIMYHON CTOMMOCTM JIEKAPCTBEHHbIX NPenapaToB BHYTPU
TPETUYHOM (TPaHCNOPTHOM) YNaKOBKMU CyOBbEKT 0bpalLeHMA NeKapCTBEHHbIX CPeaCTB, OCYLLEeCTBAAOLWMNIA
PEerucTpaumio B CUCTEME MOHWUTOPUHIA CBEAEHMI 06 OTrpysKe /SIeKapcTBEHHOro npenapata M3 30Hbl
TaMOKEHHOT0 KOHTPOA MOXKET COOBLMTL AOMNONHUTE/IbHbIE CBEAEHMS B OTHOLIEHMM TPYNNOBbIX KOL40B
YNaKoBKM (rnobanbHbI MAEHTUDUKALMOHHBIN HOMEP TOProBOW eaMHULbl, HOMEP MPOU3BOACTBEHHOWM
Cepun, CTOMMOCTb JIEKAPCTBEHHOro npenapaTta A48 YKasaHHoro rnobanbHoro uaeHTMGUKaumoHHOro
HOMepa TOProBoi eAnHULbI U HOMEepPa NPOU3BOACTBEHHOW CEPUM, EC/IU NPUMEHMMO - CYMMa Haslora Ha
006aBNEHHYIO CTOMMOCTb).

4, CsepeHus, npeaocrassiaemble B CUCTEMY  MOHUTOPUHTA CY6'bEKTaMM 06pau.|,eH nAa
NeKapCTBeHHbLIX CpeAacTB, O J1IEKAPCTBEHHbLIX MpPenapaTtax, BBO3MMbIX Ha TEPPUTOPUIO Poccuiickomn
CDep,epau,MM M3 rocygapcCTs - 41eHO0B EBpa3MV1CKOFO 9KOHOMMUYECKOro Coko3a:

4.1. CybbekTbl 06pallleHNAa NIeKapCTBEHHbIX CPeacTB  MNPU  OCYWECTBAEHWUM  OTIPY3KU
NeKapCTBEHHbIX npenapatoB B Poccuiickylo depepaumio M3 rocygapcts - 4ieHoB EBpasuiickoro
3KOHOMMWYECKOro COolo3a MPeaoCcTaBAAlOT B CUCTEMY MOHWTOPUHIA caeaylolwylo WHGopmaumio B
OTHOLLEHMM KaxKa0W eaAnHULLbI NIEKAPCTBEHHOrO Npenapara:

a) AaTa coBepLIeHMA onepauuu;

6) Koa HanoronnaTesblMKa AepsKaTens UAW BAagenbla PerncTpaumoHHOro yAOCTOBEPEHUS B
CTpaHe perucTpaumm nnbo uAeHTUPUKAUMOHHBLIM HOMep HanoronnaTenblmka (408 cybbekTa
obpalleHna NIeKapCTBEHHbIX CPeaCTB, ABAAIOLWEroca oOpraHM3auuen, NPU3HaBaemoW HaNoroBbiM
pesngeHtom Poccuiickon  Pepepauun, U MHAMBMAYANbHbIM  NpeanpuHMMaTenem, WAUM AR
npeAcTaBUTeNbCTBA CybbeKTa 0bpalleHMA /IeKapCTBEHHbIX CPeACcTB Ha Tepputopuu Poccuitckol



depepauum);

B) KOA, CTpaHbl perncrtpauuu aepxatens WUAM Bnajenblia PerncTpaLyoHHOro yAOCTOBEpPEHUS,
OCYLLIECTBAAIOLLEro OTrpy3Ky JIEKapCTBEHHbIX npenapatos (A1a cybbekTa obpalleHns NeKapCTBEHHbIX
CPeAcCTB, ABAAIOLWLErocs OpraHu3auMen, He MPU3HABAaEeMOW HaJ/IoroBbiM pe3naeHToMm Poccuiickoi
depepauum U He UMeIOLLIE NPeACTaBUTENLCTB Ha TeppuUTopumn Poccuitickoit deaepaunn);

r) Kog HanoronnaTeNblUyKa, ABAIOLWLEroca NPoLaBLOM JIEKapCTBEHHbIX MPenapartos, B CTpaHe
pervcTpaumu (B ciyyae oTrpy3KM NEKapCTBEHHbIX NMPEnapaToB OpraHn3aLmen, oOTIMYHOM OT AepyKaTens
WAW BNaZeNbLa PerncTpauMoHHOrO yAOCTOBEPEHMA NMBO npeacTaBuTenbCTBa cybbekTa obpalueHus
JIeKapCTBEHHbIX CPeACTB Ha Tepputopun Poccuiickoin Peaepaumm);

[) KoA, CTpaHbl perucTpauMu nNpoAaBuLa JIEKAPCTBEHHbIX MNpenapaTtoB (B Cayyae OTIPy3KM
NIeKapCTBEHHbIX  MpenapaTtoB  OpraHWsauuen, OTJIMYHOW  OT  AepXaTensa WAWM  BAagenbua
PerucTpaLmoHHOro yAoCTOBEPEHMA NMBO NpeacTaBuTeNbCcTBa CybbeKkTa obpalleHuA NeKapCTBEHHbIX
CpeAcTB Ha TeppuTopun Poccuiickoli Geaepaunn);

e) MAEHTUPUKAUMOHHBIM HOMep HajoronnaTenbliMka cybbekTa obpallleHus JfIeKapCTBEHHbIX
CpeAcTB, ABNAIOLLErocA NOKynaTeieM IeKapcTBEeHHbIX NpenapaTtos B Poccuitickont depepauuuy;

)'K) agpec mecCta ocyuwectsieHnA LOeATEeNIbHOCTU CY6'bEKTa 06paLLl,eHVIFi NEKapPCTBEHHDbIX
npenapartos, ABNAKLWErocAa NoKynartesieM 1EKapCTBEHHbIX NPeENapaToB B Poccuitckoit dJe,u,epau,MM;

3) TMN Aorosopa;

VI) CTOMMOCTb /1IEKAPCTBEHHOIO npenaparta (C yd4eTom Hanora Ha lCI,O6aBl'IeHHYI-O CTOVIMOCTb)
COrnacHoO nepBnUYHbIM OOKYMEHTAM,

K) cymma Hanora Ha pAobaBneHHyl CTOMMOCTb (B c/lydae, ecnu caenka obnaraetca Takum
Hanorom);

N) PEKBM3UTbI NEPBUYHOTO AOKYMEHTA, AB/IAIOLLEINOCA OCHOBAaHMEM AN OTIPY3KM NEKAPCTBEHHbIX
npenapaTtos B Poccuiickyto Pegepaumto (aata u Homep);

M) CepuitHbIn rnobanbHbIN MAEHTUGUKALMOHHBIN HOMEpP TOProBon eauHULbl U/UAKN TPyNnoBoWn
KO, YNaKOBKM, B KOTOPOI HAaXo4MTCA AaHHbIN IeKapcTBEHHbIW Npenapar (B cyyYae oTrpy3Kku TPETUYHOM
(TpaHCNOpPTHOM) YNaKOBKM LEeINKOM).

B cnyyae Heob6XoAMMOCTM YKasaHWA PasNIMYHOW CTOMMOCTM NIEKAPCTBEHHbIX NpenapaToB BHYTPU
TPETUYHO (TPaHCMOPTHOM) YNaKoBKM CybbeKT 0bpalLeHnA NeKapcTBEHHbIX CPeACTB, OCYLLECTBAAOLMIMA
PerucTpaumio B CUCTEME MOHWUTOPMHIA CBEAEHMI 06 OTrpysKe JfieKapCTBEHHOro npenapata MoXKeT
COOBLWMTb AOMNONHUTE/bHbIE CBEAEHMA B OTHOLEHWW TPYNMOBbIX KOAOB YMNAKOBKMU (rN106anbHbIN
NOEHTUPUKALUMOHHBIN HOMEep TOProBOW eAMHWLbI, HOMEep MPOU3BOACTBEHHOM Cepuu, CTOMMOCTb
NeKapCTBEHHOro npenapaTta 418 YKasaHHOro rn1o6anbHoro UAEHTUOUKALMOHHOIO HOMEpa TOProBoM
eAVHULBI U HOMEpa MPOU3BOACTBEHHON CEPUM, eCAN NPUMEHMMO - CYMMa Hasnora Ha Ao06aBfeHHYIo
CTOMMOCTb).

4.2. CybbeKTbl 06palleHMsa NeKapCTBEHHbIX CPeACTB NPW OCYLLECTBIEHUN BBO3a JIEKAPCTBEHHbIX
npenapatoB B Poccuiickyto PesepaLmio U3 rocyapcTts - YaeHoB EBPasMiACKOro 3KOHOMMYECKOro Coto3a
N pasMeLLEHUN Ha papMaLLeBTUYECKOM CKNage NpenocTaBAAlOT B CUCTEMY MOHUTOPWUHIrA CAeayioLyto
MHPOPMALMIO B OTHOLIEHMM KaXKA0W eAMHMLbI IeKapCTBEHHOro npenapara:

a) AaTa coBeplleHMA onepauuu;

6) VMAEHTUPUMKALMOHHBLIN HOMep HanoronnateNblwmKka cybbekTa o6palleHMa eKapcTBEHHbIX
CPeACTB, OCYLLECTBAAIOLLEro BBO3 IeKapCTBEHHbIX NpenapaTos B Poccuiickyio Peaepaumio;



B) aApec MecTa OCyLLecCTBJAeHMS AEATENbHOCTM cybbeKTa 0b6palleHUs NeKapCTBEHHbIX CPeacTs,
OCYLLECTBAAIOLLErO BBO3 JIEKAPCTBEHHbIX NpenapaTos B Poccuitckyio degepaunio;

r) Koa HanoronnatenbliMKa AepKaTens WUAn BAafenbla PerncTpauyoHHOro YyA0CTOBEpPEeHMA B
CTpaHe peructpaumMm AMbo UAEHTUOUKALMOHHBbIN HOMEP Hasoronnatenbliumka (ana cybbekTa
obpalleHns NeKapCTBEHHbIX CPeACTB, fAB/AIOLWEroca OpraHusauuein, npuM3HaBaemMon HaoroBbiM
pesnageHTom Poccuiickon depepaumn, W UHAMBUAYANbHbIM  NpeagnpuHUMaTEnem, WAM  AAA
npeacTaBuTeNbCTBA CybbeKkTa 0OpalleHnAa fNeKapCTBEHHbIX CPeacTB Ha Tepputopun Poccuitckoit
depepayum);

[) KoZ CTpaHbl perucTpaummn AepsKatens Wav BAaLEeNbLA PErucTpauyoHHOro yAOCTOBEpPeHUs,
OCYLLECTB/ISIIOLLETO OTIPY3KY JIeKapCTBEHHbIX NMpenapaToB (418 cybbekTa 0bpalleHusa NeKapCTBEHHbIX
CpeacTB, ABAAIOLWErocA OpraHusauuen, He NPU3HAaBAEeMOWN HANOroBbIM pe3uaeHTom Poccuiickoit
depepauunm n He UMelOLWEN NPeACTaBUTENLCTB Ha TeppuTopumn Poccuiickoit degepaumm);

€) KoA HanoronnaTesblyKa cybbekTa o0bpalleHuUA NeKAapCTBEHHbIX CPEeACTB, ABAANOLLErocs
NpoAaBLOM JIeKapCTBEHHbIX NPernapaToB, B CTpaHe pernctpauum (B ciyyae OTrPy3KM JIeKapCTBEHHbIX
npernapaToB OpraHu3aLuei, OTIMYHOM OT AepwKaTens WAM  BAageNbld  PerncTpaumoHHOro
yAOCTOBEpeHUs nMbo npeacTaBUTeNbCTBA CybbeKTa 06pallleHWs JIeKApCTBEHHbIX CPeacTB  Ha
TeppuTopun Poccuiickoit eaepaumn);

) KoA CcTpaHbl pernctpauum cybbekta obpalleHus NeKapCTBEHHbIX CPeacTB, ABAAIOLLErocs
NpoAaBLOM JIeKapCTBEHHbIX MNpenapaTtoB (B c/Ayyae OTIPy3KM NEeKapCTBEHHbIX MpenapaTtos
opraHu3aumein, OTAIMYHOW OT AeprKaTens WUAM Bnafenbla PerucTpaumoHHOro yaoctoBepeHus nnbo
npeacTaBUTeNbCcTBa CcybbekTa o0b6palleHuUa NeKapcTBEeHHbIX CPeACTB Ha Tepputopum  Poccuiickolt
depepauum);

3) TN AoroBopa;

N) PeKBU3UTbI NEePBUYHOrO AOKYMEHTA, ABAAIOLLErocA OCHOBAaHWEM ONA BBO3a JIeKapPCTBEHHbIX
npenapaToB Ha TeppuTopmio Poccunitickoin desepaunn (aata U Homep AOKYyMeHTa cybbekTa obpalleHus
NIeKapCTBEHHbIX CPeAcCTB, OCYLLECTBAAIOWEro OTIPY3KY JIeKapCTBEHHbIX npenapatoB PoccuiicKyto
depepauymio);

K) CTOMMOCTb /1€KApPCTBEHHOIO npenapaTta (C y4eTomM Hajsora Ha ,D,O6aBﬂeHHYI'O CTOVIMOCTb)
COrnacHoO nepBnUYHbIM OOKYMEHTAM,

N) cymma Hanora Ha AobaBneHHYl CTOMMOCTb (B ciyyae, ecnu caenka obnaraetcA Takum
Hanorom);

M) CepuitHbIN rnobanbHbIN MAEHTUOUKALMOHHBLIN HOMEpP TOProBOW eAuHULbl U/MAn rpynnosown
KOA, YNaKOBKW, B KOTOPON HaxoAMTCA AAHHbIM NeKapcTBEHHbIM npenapat (B cayvyae BBO3a TPETUYHOWM
(TpaHCNOpPTHOM) YNaKoBKM LLe/IMKOM).

B cnyyae Heo6X0AMMOCTM YKa3aHWA Pas/NIMYHON CTOMMOCTM JIEKAPCTBEHHbIX NPenapaToB BHYTPU
TPETUYHOW (TPaHCMOPTHOM) YNaKoBKM CybbeKT 0bpalleHnNA NeKapcTBEHHbIX CPEeACTB, OCYLLECTBAAOLMIA
perucTpaumio B CUCTEME MOHWUTOPWHIA CBEAEHWUI O MNPUEMKE JfIeKapcTBEHHOro npenaparta Ha
bapMaLeBTUYECKMIA CKNag, MOMET COObLWMTL AOMONHUTENbHbIE CBEAEHUSA B OTHOLIEHMM FPYNMNOBbIX
KOOOB YMaKoBKM  (rnobanbHbii  MAEHTUOUKALMOHHBLIA HOMEpP TOProBOWM  eAWMHWUbl, Homep
NPOM3BOACTBEHHOW CepuM, CTOMMOCTb JIEKAapCTBEHHOrO Mpenapata A8 YyKasaHHoro rnobanbHoro
NAEHTUPUKAUMOHHOTO HOMEpPA TOProBOM eguHUUbI WM HOoMepa NPOWM3BOACTBEHHOW Ccepuu, ecau
NPUMEHMMO - CYMMa Hanora Ha A06aBAEHHYIO CTOMMOCTb).

4.3. CybbeKTbl 06palleHMs NeKapCTBEHHbIX CPeaCcTB NPV OCywWecTBieHUn BBoga B obopoT
NeKapCTBEHHbIX NPenapaToB B paMKax BBO3a Ha TeppuTopuio Poccuiickoin deagepaumnn M3 rocyaapcrs -
yneHoB EBpa3sMIMCKOro sKOHOMMWYECKOro CO3a MNPeaoCTaBAAOT B CUCTEMY MOHUTOPWMHIA CAEAYIOLLYHO



MHPOPMALMIO B OTHOLLEHUWN KaXKA0W eANHULbI IEKaPCTBEHHOMO NpenapaTa:
a) naTta coseplieHns onepauumu;

6) WAEHTUPMKALMOHHbLIN HOMEpP HanoronjatesnbliuKa cybbeKkTa obpalleHns eKapCcTBEHHbIX
CpencTB, OCYLLECTBAAIOLLErO BBOA, B 060POT SIeKapCTBEHHbIX MPENapaTos;

B) agpec mMecta OCyLIeCTB/IeHUA AeATe/IbHOCTU cybbeKTa 0bpalleHns NeKapCTBEHHbIX CPEeACTs,
OCYLLLECTBNAIOLLErO BBOA, B 060POT /IeKapCTBEHHbIX NPenaparos;

r) BUA, LOKYMEHTa NOATBEPKAEHNUA COOTBETCTBUSA (AeKnapaumns nnm ceptndukar);
[) PEKBU3UTLI AOKYMEHTA NOATBEPKAEHNA COOTBETCTBMA (AaTa U HOMEpP);

e) cepuiiHbIn rnobanbHbli MAEHTUPUKALMOHHBIN HOMEpP TOProBon eAuHWULbI U/WUan rpynnosou
KOA, YNaKOBKWU, B KOTOPOWN HaxoguTcA AaHHbIN NeKapCTBEHHbIM npenapaT (B ciyyae BBoAa B obopoT
TPETUYHOM (TPAHCMOPTHOM) YNaKOBKM LLE/IMKOM).

B cnyyae HEOBXOAMMOCTU YKa3aHWS AOKYMEHTOB MOATBEPXKAEHWA COOTBETCTBUA C PA3/IMYHbIMU
PEKBU3UTAMM BHYTPWU TPETUYHOW (TPAHCMOPTHOM) YNAKOBKM CybBbEKT obpalleHWs SeKapCTBEHHbIX
CPeACTB, OCYLLECTBAAIOWMI PEFUCTPALMIO B CUCTEME MOHUTOPUHTA CBEAEHUI O BBOAE /IEKAPCTBEHHOIO
npenapata B 060pOT MOXKET COOBLNTL AONONHUTENbHbIE CBEAEHUS ANA TPYNMNOBbIX KOZOB (rN06anbHbIV
NAEHTUPUKALMOHHBIN HOMEpP TOPTrOBOWN eAMHULBI, HOMEP MPOU3BOACTBEHHOW CepUN, BUA, U PEKBUSUTI
[OKYMEeHTa MOATBEPKAEHUS COOTBETCTBUA A/ YKa3aHHOro r/106anbHOr0 MAEeHTUPUKALMOHHOIO
HOMepa TOProBoW eAnHWLLbI U HOMEPA NPOU3BOACTBEHHON ceEpUn).

4.4, CybbeKTbl O0b6palleHUAa JIeKapCTBEHHbIX CpPeacTB NpW MNOBTOPHOM BBOAe B 060poT
NIeKapCTBEHHbIX MpenapaToB, paHee BbiBEAEHHbIX M3 06OpOTa B pesy/bTaTe pPesKcnopTa, otbopa
06pasuUOB M CMNUCaHWA, WAM perncTpaumMmM CBeAEHWI O BO3BpPaTe JIEKAPCTBEHHbIX MpPenapaTos
NpeAoCTaBAsIOT B CUCTEMY MOHUTOPUHIA CeAyoWwyo MHPOPMALMIO B OTHOLWEHUMN KaXKL0N eanHULbl
NNeKapCTBEHHOro Npenapara:

a) AaTa coBeplUeHUs onepaunm;

6) Kog HanoronnatesNblWyKa B CTpaHe perncTpaumm amMbo WAEHTUOUKAUMOHHBIA Homep
HanoroniaTeNbliMKa cybbekTa obpalleHua NeKapCTBEHHbIX CPeacTB, PaHee OCyLLEeCTBUBLLENO BblBOA, U3
060poTa 3TUX /NIEKAPCTBEHHbIX MpenapatoB (4nA cybbekTa obpalleHUA NEeKapCTBEHHbIX CPeacTs,
ABNAIOWLErocs OpraHusaumein, Npu3HaBaemoin HasnorosbiMm pesngeHTom Poccuiickoit degepauun, u
WHOMBMAYANbHLIM  NpeanpuHMMaTenem, WAKM  ANA  NPeAacTaBuTeNbCTBa cybbekTa obpalleHus
NeKapCTBEHHbIX CPEACTB Ha TeppuTopun Poccuitickon ®eaepaumn);

B) agpec mecTa OCyLLeCTBJEHUA AeATe/IbHOCTM CybbeKkTa 0bpalleHMsA NeKapCTBEHHbIX CpeacTs
(ans cybbekta obpalleHWUA NeKapCTBEHHbIX CPeacTB, ABAAIOWEroca opraHusauuei, npusHaBaemol
HanoroBbiM pesnaeHTom Poccuiickoit Peaepaumm, U UHANBUAYANbHBIM NPeANPUHUMATENEM);

r) Ko4 CTpaHbl perncTpauum (ana cybbekta obpalleHns NeKapCTBEHHbIX CPeACTB, ABASIOLLErocs
MHOCTPaAHHOWM OpraHM3aumen, He NPU3HaBaeMoit Hanorosbim pesmgeHTom Poccuiickon ®Pegepaunm u He
MMeloLLLEM NpeaCcTaBUTENbCTB Ha Tepputopumn Poccuiickont Peaepauun);

[l,) NPUYNHbI paHee OCyLeCTB/IEHHOIO BbiBOAa ZIEKAPCTBEHHOIO NpenapaTta 13 o6op0Ta;

€) npuuYnHbl BO3BpaTa JIeKApCTBEHHOro npenapata (BO3BpaT JIeKApCTBEHHOro npenapaTa
HaZnexallero/HeHaaNeKallero Kayecrsa);

X) cepuiHbIA rnobanbHbli  MAEHTUOUKALUMOHHBLIA HOMEP TOProBOW eAMHULbI MNOBTOPHO
BBOAMMOrO B 060POT MM BO3BPALLLEHHOIO IEKAPCTBEHHOrO Npenapara.



MpunoxkeHune N 7
K PekomeHpaunam

NEPEYEHDb
CBEAEHWI, NEPEAABAEMbIX CYBbEKTAMM OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHWTOPWHIA NPU OCYLLECTBNEHWUM ONEPALUIA
C TPETUY4HOM (TPAHCMOPTHOWM) YNAKOBKOM

1. Cyb6bekTbl obpalieHWa eKapCTBEHHbIX CPEeACTB MNPU  OCYLLECTBAEHMM arpermpoBaHus,
NPeAOCTaBAAT B CUCTEMY MOHUTOPUHIA CNeAYIOLLYI0 MHPOPMaLMIO:

a) AaTta cosBeplleHMs onepaumn (B OTHOLIEHUM NEKAPCTBEHHbIX NPEnapaTos, HaXOAALLMXCA BHE
Tepputopun Poccuiickoit ®epepaumm, B CIy4anx, Korga arperMpoBaHue NpousBOAMTCA A0 3aBepLUeHus
NpPOM3BOACTBEHHOW CTaZMM BbIMYCKAIOLLEro KOHTPO/IA, MOXKET yKa3blBaTbCA /t0bas faTa mexKay AaTow
3aBepLleHus NMPON3BOACTBEHHOW CTaguKM BbIMYCKAOLWLEro KOHTPOAA U JATOW OTIPY3KM JIEKAPCTBEHHbIX
npenapatos B Poccuiickyto deaepaumio);

6) Koa HanoronnaTeNbWyKa B CTpaHe pernctpaumm ambo UAEHTUPUKALMOHHLIA HoMep
HanoroniatenbliMka  cybbekTa  0bOpalleHusi  JIeKapCTBEHHbIX  CPEACTB,  OCYLLECTBAAMOLLErO
arpervpoBaHue (ons cybbekTa 06paLLEeHMA SIeKAPCTBEHHbIX CPEeACTB, AB/AOLWEroca OpraHu3auuen,
npu3HaBaemoW  Hasnoroebim  pesugeHTom  Poccuiickon  degepauyn, W UHAMBUAYANbHBIM
npegnpuHUmaTenem, WA NpeacTaBUTeIbCTBa CybbeKTa 06palleHUs NeKapCTBEHHbIX CPeACTB Ha
TeppuTopun Poccuiickon deaepauymm);

B) agpec MmecTa OCYLLeCTBNAEHUA AeATeNbHOCTM (B C/lyyYae arperMpoBaHusi Ha TeppuTopuUM
Poccuiickoit Peanepaumm) Unm Kog CTpaHbl, r4e OCyLWwecTB/IeHO arperMpoBaHme (B cyyae arperMpoBaHus
BHe TeppuTopum Poccuinckoin deaepaumn);

F) rpynnosblie KOAbl CO34aBaeMbIX TPETUYHDbIX (TpaHCI'IOpTHbIX) YNaKOBOK;

A) nepeyeHb CepUiHbIX FN06aNbHbIX WMAEHTUGUKALMOHHBLIX HOMEPOB TOPrOBbIX E€AWMHWUL, UAW
rPynnoBbIX KOLOB YMNaKOBOK 60/ee HWU3KOro YPOBHA B/IOXKEHHOCTM, BXOAAWMX B COCTaB KaKgoMn
C034aBaemMol TPETUYHOM (TPaHCNOPTHOM) YNaKOBKMU.

B uenax obecneyeHMs YHWKaANbHOCTM TPYNMoOBbIX KOAOB B CUCTEME MOHMUTOPWHra peasnv3oBaHa
BO3MOXHOCTb BpOHMPOBaHUA (OTMEHbI BPOHMPOBaAHMA) rPyNMnNoBOro Koga cybbeKTamu obpalieHus
NEeKapCTBEHHbIX CPEACTB.

2. CybbeKTbl 06palleHUs NeKapCTBEHHbIX CPEeACTB NPW OCYLECTB/IEHUU onepaumm M3baATMA
NeKapCTBEHHbIX MPEenapaToB M3 TPETMYHOM (TPAHCMOPTHOM) YNaKOBKM, NPeAOCTaBAAT B CUCTEMY
MOHMUTOPMHTA CAeAyIOLLYI0 MHPOPMaLMIO:

a) AaTa coBepLIeHMA onepauuu;

6) Koa HanoronnaTenblWyKa B CTpaHe pernctpaumMm AmMbo WMAeHTUOMKAUMOHHBIA Homep
HanoronnatenbliMka cybbekTa obpalleHnAa NeKapcTBEeHHbIX CPeACTB, OCYLWECTBAAIOLWLEro onepaumio
(ans cybbekta obpalleHUA NeKapCTBEHHbIX CPeACTB, ABAAIOLWLIErocs OpraHusauuein, npusHaBaemoWn
HanoroBblM pesnaeHTom Poccuiickot Pepepaumu, M UHOMBUAYANbHbIM NpeAnpUHUMATENEM, WM
npeAcTaBUTeNbCTBA CybbeKTa 0bpalleHMA /IeKapCTBEHHbIX CPeACcTB Ha Tepputopuu Poccuitckol
depepauum);



B) aApec MecTa OCyLLEeCTB/NEHUS AeATebHOCTU (B C/ly4ae COBEpPLUEHUs onepalmu Ha TeppuTopumn
Poccuitickont depepaumm) Man Kog, CTpaHbl, rae OCyLecTB/eHa onepaums (B C/lydae OCYLLECTB/EHMUS
onepauuu BHe Tepputopumn Poccuitickon degepauymm);

r) cepuinHbIn rnobanbHbI MAEHTUPMKALMOHHBIA HOMEP TOProBoW eAMHULbI UAWN TPYNMNOBOMA Kog,
YMaKoBKM 60s1ee HU3KOro YPOBHA B/IOXKEHHOCTU, U3bIMaeMbIX U3 TPETUYHOM (TPAHCNOPTHOWM) YNaKoBKM
60nee BbICOKOrO YPOBHA BAOXKEHHOCTU.

3. CybbekTbl 0b6palleHNsa NEeKapCTBEHHbIX CPeACTB NPW  OCYLLECTBAIEHUM  onepauun
[AOMNO/IHUTENbHOMO BJIOXKEHWUA NIEKaPCTBEHHbIX MPEnapaTtoB B TPETMYHYIO (TPaHCMOPTHYIO) YMNaKOBKY,
NpeaoCcTaBAAIOT B CUCTEMY MOHUTOPUHIA CAeAyoLLYy0 MHbOoPMaLMIO:

a) AaTa coBeplUeHUs onepaunu;

6) Kog HanoronnatesbliMKa B CTpaHe perucTpaumm nmbo UAEeHTUDMKAUMOHHBIA HOomep
HasoronsaTeNbWMKa cybbekTa obpaleHnsa NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIOWEro onepauuio
(ona cybbekta obpalleHUs NeKapCTBEHHbIX CPeACTB, ABAAIOWErocs opraHusauvei, npusHaBaemoi
HasoroeblM pesngeHTom Poccuitickoit Pepepaunn, U UHAMBUMAYANbHBbIM NpeanpuHUMaATENEM, WK
npeacTaBuTenbCTBa cybbekTa o0OpallleHMa JNIeKapCTBEHHbIX CPEeACTB Ha Tepputopum Poccuitckol
depnepayum);

B) agpec mMecTa OCyLLecTB/IeHUs AeATe/IbHOCTM (B C/lydae COBEpPLIEHMS onepaunn Ha TeppUTopum
Poccuiickoit depepaumn) nam Kog, CTpaHbl, rAe OCyLiecTB/eHa onepauusa (B Cnyvyae OCyLLecTBIeHUS
onepaunu BHe Tepputopun Poccuiickon Pepepaumnm);

F) rpynnosoﬁ KO YNaKOBKK, B KOTOPYHO OCYLLECTBNAAETCA AONO/IHUTE/IbHOE B/IOXKEHUE,;

4) CepUMHbBIN rNobanbHbIN MAEHTUGUKALMOHHBIM HOMEP TOProBOM eauHULbI AN FPYNNOBOM KOA
YNaKoBKM 6onee HWU3KOrO YpPOBHA  B/IOXKEHHOCTM, C KOTOPOW  OCYLLecTBASETCA onepauus
AONONHUTENBHOTO BIOXKEHMUS.

4. CybbeKTbl 0bpalleHUA NEeKAapPCTBEHHbIX CPEeACTB NPW OCYLLEeCTBNEHUM pachOpMMPOBaAHUA
TPETUYHOM (TPAHCMNOPTHOM) YMAKOBKW, NPeAOCTaBAAOT B CUCTEMY MOHUTOPUHIA CNEAYHOLLYIO
MHPopmaumto:

a) AaTa coBeplUeHUs onepaunm;

6) Koa HanoronnaTenblWwpKa B CTpaHe peructpaumm ambo wuaeHTUPUKAUMOHHBLIA HOoMeEp
HanoroniateNbliMKka cybbeKkTa obpalleHna leKapcTBEHHbIX CPEeACTB, OCYLWECTBAAIOLWLEro onepaumio
(ans cybbekta obpalleHWA NeKapCTBEHHbIX CPeacTB, ABAAIOWEroca OpraHusauuei, npusHaBaemol
HaNoroBbiM pesnaeHTom Poccuitckoit depepaumu, U UHOMBUAYANbHLIM MpeanpuHMMaTENeM, UK
npeAacTaBUTeNbCTBA CybbeKTa 0b6palleHuA J/IeKapCTBEHHbIX CPeACTB Ha Tepputopuu PoccuitcKol
depepauum);

B) afpec MecTa OCYLLEeCTB/NEHUN AeATENbHOCTU (B CyYae coBepLlUeHMA Onepauumn Ha TePPUTOPUM
Poccuitickont depepaumm) Man Kog, CTpaHbl, rae OCYyLLeCTB/eHA onepaumsa (B cayvyae ocylecTBAeHMA
onepaunu BHe Tepputopun Poccuiickon deaepaumm);

r) Tvan onepauun pachOpPMMPOBaHMA TPETMYHOM (TPAHCMOPTHOM) YNaKoBKM  (NonHoe
pacdopmupoBaHme, pacopMUPOBaAHMNE Ha OAMH YPOBEHb BIOXKEHHOCTH);

A) rpynnoBoi Ko, pachopmMUpPOBbIBAEMOM YNAaKOBKM.



MpunoxkeHne N 8
K PekomeHgaumam

NEPEYEHDb
CBEAEHUN, NEPEAABAEMbIX CYEbEKTAMW OBPALLLEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA NMPU OBOPOTE U BHYTPEHHEM
NEPEMELLLEHUU NEKAPCTBEHHbIX NPENAPATOB

1. CybbektT obpalleHuUs IeKapCTBEHHbIX CPEACTB MPU  OCYLEeCTBAEHMM MepemeLleHus
NeKapCTBEHHbIX MpenapaTtos  MeXay agpecamy  OCyLLeCTBleHMA  AesaTesbHOCTM U (uaum)
bapmaLeBTUYECKMMM CKNadamm NpeaocTaBaseT B CMCTEMY MOHUTOPUHIA CAeaytoLwyo MHGOPMaLMIO B
OTHOLLEHMM KaXKA0W TOProsBoi eAnHMLbI NepeMeLLaeMoro IeKapcTBEHHOro npenapara:

a) AaTa coBeplUeHUs onepaumm (MPMEeMKKN Ha CKNag, Ha KOTOPbI COBEPLUEHO NepemelleHmne);

6) MOEeHTUPUKAUMOHHBIA HOMep HajoronnaTesbluMka cybbekTa obpallleHns NeKapCTBEHHbIX
CpeAcTB, OCYLLECTBAAOLWEro NepemMellleHme NeKapcTBEHHOro Npenapara;

B) agpec mecCta ocywecrBneHna AeATenbHoCTn wuanm CKnaga OTBETCTBEHHOroO XpaHEeHwuA, U3
KOTOPOro OoCyuWwecTB/1AeTCA nepemelieHne NeKapCrBeHHOro npenaparta;

l') agpec mecCta ocyuwecrBneHna AeATe/IbHOCTU WUn d)apMaLI,EBTVI‘-IeCKOFO CKnaga, Kyaa
OCyLLeCTBNAETCA NepemelleHne NekapCTtBeHHONo npenaparta,

[) PEKBU3UTbI NEPBUYHOTO [AOKYMEHTA, SB/AIOLWErocA OCHOBAaHWEM A1A MNepemMeLLeHnn
NNeKapCTBEHHbIX NpenapaTtoB (faTa v Homep);

e) cepuiiHbli rnobanbHbIN UAEHTUPUKALMOHHBIA HOMEP TOProBOW eAMHULbI JIeKapCTBEHHOrO
npenapaTa u/uav rpynnoBoi Kog, yNnakoBKK, B KOTOPOI HaxoaMTCA AaHHbIN NeKapcTBEHHbIM npenapar (B
C/ly4yae nepemeLLeHns TPETUYHOM (TPaHCNOPTHOM) YNAaKOBKM LLE/IUKOM).

2. CybbeKT 0bpalleHns NeKapCTBEHHbIX CPeACTB MNpu nepegadye JIeKapcTBEHHbIX NpPenapaTos
Apyromy cybbeKkTy obpalleHnn eKapcTBEHHbIX CPEACTB B PaMKaX MPaXKAaHCKO-NPaBOBbIX OTHOLWEHWN B
cyyae Bblbopa NPAMOro NopsaKa NpeaocTaBAeHUs CBEAEHUI NPeAOCTaBASET B CUCTEMY MOHUTOPUHIA
cnepyrowyo MHOGOPMALMIO 06 OTIPY)KEeHHbIX JIEKAPCTBEHHbIX MNpenapaTtax B OTHOLWEHWW KaxKpaoMn
TOProBOM eAMHMWLbI IeKapcTBEHHOro Npenapara:

a) AaTa coBeplIeHMs onepauuu;

6) MAEHTUPUMKALMOHHBIN HOMep HanoronnatesblWpka cybbeKkTa 0O6paLleHUAa eKapCTBEHHbIX
CPeaCTB, OCYLLECTBAAIOLWEr0 OTrPY3KY JIEKaPCTBEHHOTO Npenapara;

B) agpec mecCta ocyulecTtBneHmnAa AeATeNbHOCTU, U3 KOTOPOro OcCyuwecrBnaeTca OTrpy3Ka
NeKapCTBeHHOro npenapara,

KoHcynbTaHTIAOC: NpumeyaHue.
Hymepauma noanyHKTOB AaHa B COOTBETCTBUM C ODULMANBHBIM TEKCTOM A0KYMEHTA.

A)  NAEHTUOUKAUMOHHLIA  HOMEpP  HaNoroniaTeNblimMKa,  OCYLLECTBAAIOWEro  MpUemKy
NeKapCTBEHHOro npenapaTa, WM Kog, Haforonnate/bliyKka B CTpaHe perMcrTpauuu (B caydae BblBO3a
NeKapCTBEHHOro npenapata C Tepputopun Poccuiickoin dPegepaumm Ha TeppuTOpUIO  APYroro
rocyAapcrsa - yneHa EBpasmiickoro aKOHOMUYECKOro COto3a);

€) Kog, CTpaHbl, Ha TEPPUTOPUIO KOTOPOM OCYLLLECTBAAETCA BbIBO3 JIeKapcTBEHHOro npenapara (B



C/lyyae BblBO3a JIeKapCTBEHHOrO npenaparta ¢ TeppuTopun Poccuiickoint Pepepauumn Ha TeppUTOPUIO
[PYyroro rocyfapcrea - yneHa EBpasmiicKoro 3KOHOMMUYECKOro Coto3a);

KoHcynbTaHTlAOC: NpumeyaHue.
Hymepauma noanyHKTOB AaHa B COOTBETCTBUM C ODULLMAIbHBIM TEKCTOM A,0KYMEHTA.

r) agpec mecTa OCyLLecTB/eHUA AeATeNbHOCTU, KyJa OCYLLEeCTBASAETCA OTrPy3Ka /IeKapCTBEHHOro
npenaparta (He yka3blBaeTcA B CAyvyae OCYLLEeCTBAEHUS OTIPY3KM NEeKapCTBEHHOro npenapaTta cybbeKkTy
obpalleHuns, He OCYLLECTBUBLLUEMY PErMCcTPaLMIio B CUCTEME MOHUTOPUHIA UM BHECEHUE cBeAeHunl 06
agpecax MecCT OCYLIeCTBAeHUs AeATeNbHOCTU, WAM NpU BbIBO3E JIEKAaPCTBEHHOro npenapaTta C
Tepputopun Poccuitickoin Pepepaumm Ha TepPpPUTOPUIO APYroro rocygapcrea - 4ysneHa EBpasuiickoro
3KOHOMMYECKOro coto3a);

4) TMN onepauuu OTrpy3kM (Npoaaska, BO3BPaT, He YKasblBaeTCA B C/Ay4ae OCYLLeCTBAEHUA
OTIPY3KM NIEKAaPCTBEHHOrO npenapata Cy6beKTy 06palleHus, He OCYLEeCTBMBLUEMY Perucrpaumio B
cUCTEME MOHWUTOPUHIA WM BHECEHME CBeAeHMIM 06 agpecax MecT OCYLLEeCTBNEHUA AEeATEeNbHOCTU, UK
npy BbIBO3€ JIEKAPCTBEHHOrO npenapata C Tepputopuu Poccuiickoit depepaumm Ha TeppuTopwmto
ZPYyroro rocyzapcrea - uneHa EBpasmiickoro 3KOHOMUYECKOTO COto3a);

€) PeKBM3UTbI rOCYAaPCTBEHHOIO KOHTPAKTa (B C/ly4ae OCyLLLeCcTBeHUA Nnepeaayn IeKapcTBEHHOro
npenapaTta B pamMKax rOCYyAapCTBEHHOIO JIEKAaPCTBEHHOro obecrneyeHus, YKasblBAaeTCA PeecTpoBbIi
HOMep KOHTpaKTa (gorosopa) B EANHON MHPOPMALMOHHOM cucTeme B chepe 3aKyMOoK, He YKa3blBaeTcs B
C/lyyae  OCYLLEeCTB/IEHWS  OTIPY3KM JIEKApCTBEHHOro Mpenapata cybbekTy obpalweHusa, He
OCYLLECTBMBLUEMY PETUCTPALMIO B CUCTEME MOHUTOPUHIA WM BHECEHMe CBeAeHWui o6 aapecax mecT
OCYLLEeCTBNEHMUA AEeATE/IbHOCTH, UM NPY BblBO3€e JIEKAPCTBEHHOrO Npenapara ¢ TeppuTopum Poccuiickoi
denepaLmm Ha TePPUTOPUIO APYroro rocyapcTea - YieHa EBpasmiicKoro aKOHOMUYECKOTO COto3a);

) WUCTOYHMK PUMHAHCMPOBAHMA (He YKas3biBAaeTCs B C/lyyae OCYLLECTBJAEHMS  OTIPy3Ku
NIeKapCTBEHHOro npenapaTa CybbeKTy obpalleHus, He OCYLWEeCTBMBLUIEMY PEerucTpauuio B cucteme
MOHMUTOPUHIA WAM BHeceHWe CBeAeHMI 06 aapecax MecT OCYLLEeCTBIEHUS LeATeNbHOCTU, UK Npwu
BblBO3€ JIEKAPCTBEHHOro npenaparta ¢ Tepputopun Poccuiickon deaepauumn Ha TeppuUTOPUIO APYroro
rocyfapcrea - yneHa EBpasmiicKoro aKOHOMMYECKOTO COto3a);

3) TN rpaXAaHCKo-NPaBOBbIX OTHOWEHUI CybbeKToB obpallleHMA NeKapcTBeHHbIX cpeacTs (Tun
Aorosopa);

M)  PEeKBU3UTbI NEPBMYHOrO AOKYMEHTA, fAB/AIOLLIErocs OCHOBaHMEeM A8  nepejauyu
NeKapCTBEHHOrO Npenapara (aata u Homep);

K) cepuiiHbI rnobanbHblii UAEHTUDMKALMOHHbBIA HOMEpP TOProBolM eAWMHWULbl NIEKAaPCTBEHHOMO
npenapaTta u/Mamn rpynnoBoi Kog yNakoBKM, B KOTOPOWN Haxo4MTCA AaHHbIN IeKapcTBEHHbIM Npenapar (B
cnyyae nepenaym TPeTUYHOW (TPaHCMOPTHOM) YNaKOBKM LENUKOM);

N) CTOMMOCTb JIEKApCTBEHHOro npenapaTa (C y4eTom Hasnora Ha A06aBAEHHYIO CTOMMOCTb)
COrNacHO NePBMYHbIM AOKYMEHTaM;

M) CyMMa Hanora Ha A06aBAeHHYH CTOMMOCTb (B C/lyyae, ecaM nepefada JfieKapcTBEHHOro
npenapata o6iaraeTca TaKUM HaNOrom).

B cnyyae He0BXOAMMOCTU YKa3aHUA Pa3ANYHbIX LLEH BHYTPU TPETUYHOM (TPAHCNOPTHOM) YNaKOBKK
Cy6beKT 0bpalLeHUA NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAOWMM PErUCTPALLUIO B CUCTEME MOHUTOPUHTA
CBeAEHMI 0 nepejaye NEKAPCTBEHHOro npenapaTta MOMEeT COOB6LWMTb AOMONAHUTENbHbIE CBeAeHUA B
OTHOLWIEHMM TPYNMOBbIX KOAOB YNAaKOBKM (rnobanbHbll MAEHTUOUKALMOHHLIN HOMEpP TOProBOM
eaAVHNLbI, HOMep NPOWU3BOACTBEHHOW CepuU, CTOMMOCTb JIEKAPCTBEHHOrO npenapaTta AN YKasaHHOro



rnobanbHOro MAeHTUPUKaLUMOHHOIro HoOMepa TOProBoM eaAnHULbl U HOMepPa NPOU3BOACTBEHHOM CEpPUM,
€c/i NPUMEHMMO - CYMMY Hasliora Ha A06aB/IeHHY0 CTOMMOCTb).

3. CybbeKT obpalleHnsa NeKapCTBEHHbIX CPeACTB NPU NPUEMKe NeKapCTBEeHHbIX npenapaTos oOT
Apyroro cybbekTa 06palleHMa NeKapCTBEHHbIX CPEACTB B paMKaXx rpa1aHCKO-NPaBoOBbIX OTHOLIEHWI B
cnyyae Bblbopa ob6paTHOro nopsgKka npeaocTaBleHUs CBEeAEHUM NpeaocTaBAsieT B CUCTEMY
MOHUTOPUHIA clegyowyo UHOOPMALMIO O MNPUHATLIX NEKAPCTBEHHbIX NpenapaTtax B OTHOLEHWUU
KaK[0/ TOProBon eAMHNLbI IEKaPCTBEHHOrO Npenapara:

a) naTta cosepllieHns onepauuu;

6) MOEeHTUPUKAUMOHHBIA HOMep HajoronnaTesbluMka cybbekTa obpallleHns NeKapCTBEHHbIX
CPeACTB, OCYLLECTB/IAIOWEro NPUEMKY IeKapCTBEHHOrO Npenapara;

B) agpec MmecTa OCyLEeCTBAEHUA AeATeNbHOCTM, B KOTOPOM OCYLIECTBAAETCA MpuemKa
NIeKapCTBEHHOrO Npenapara;

r) MOEeHTUPUKAUMOHHBIA HOMEep HasoroniatesbliMKa CybbekTa 06palleHuA NeKapCTBEHHbIX
CPeACTB, OCYLLECTBMBLUENO OTIPY3KY IEKAaPCTBEHHOTO Npenapara;

,Cl,) agpec mecCta ocyuwecrtBneHna AeATeNbHOCTU, W3  KOTOpPOro ocyuwecrtBsieHa OTrpy3Ka
NeKapCTBEHHOrO npenapara,

e) TMn onepauuMn NpUemKM (NoKynKa, Bo3BparT);

) PEKBM3UTbI TOCYA,apPCTBEHHOrO KOHTPAKTA (B C/lyYae OCyLWecTB/IeHNA Nepesayn eKapcTBEHHOro
npenapaTta B pamMKax rOCyAapCTBEHHOIO JIeKapCTBEHHOro obecrneyeHus, YKasblBaeTCcA PeecTpoBbIi
HOMep KOHTpaKTa (gorosopa) B EgnHON MHbOpMaUMOHHOM cucteme B chepe 3aKymnok);

3) UICTOYHMK GUHAHCMpPOBAHMUS;

1) TUN rPa)kAaHCKO-MPaBOBbIX OTHOLWEHWNA cybbeKToB 06palleHMsa NeKapCTBEHHbIX cpeacTs (Tun
Aorosopa);

K) PEKBU3UTbI NMEPBUYHOINO AOKYMEHTA, ABMAIOLLENOCA OCHOBaHMEM Mnepeaayn JeKapCTBEHHOro
npenapaTta (gata ¥ HoMep faTa U HOMep AOKYMeHTa CybbeKTa obpalleHusA leKapCTBEHHbIX CPEeACTB,
OCYLLECTBAAIOLLErO Nepeaady 1eKapCTBEHHbIX NPenapaTos);

N) cepuiHbIA rnobanbHbl UAEHTUOUKALMOHHBIN HOMEpP TOProBOM eAMHWUbl IeKAaPCTBEHHOIO
npenaparta u/MAun rpynnoBoi Kog yNakoBKM, B KOTOPOWN Haxo4MTCA AaHHbIN leKapcTBEHHbIM Npenapar (B
cnyyae nepeaym TPETUYHOW (TPaHCNOPTHOM) YNaKoBKM LEeIMKOM);

M) CTOMMOCTb NEKapCTBEHHOro npenapaTta (C yy4eTom Hanora Ha [06aBAEHHYID CTOMMOCTb)
COrNacHO NePBUYHbIM AOKYMEHTaM;

H) cymma Hasnora Ha A06aBAeHHYID CTOMMOCTb (B Caydae, ecan nepepada JeKapCTBEHHOro
npenapaTta o6iaraeTca TaKUM HaNOroMm).

B cnyyae HeOBXOAMMOCTU YKa3aHUA Pa3NNYHbIX LLEH BHYTPU TPETUUYHOM (TPAHCNOPTHOM) YNaKoBKK
Cy6bEKT 0bpalLeHnsa NeKAPCTBEHHbIX CPEACTB, OCYLLECTBAAOWMIN PETUCTPALLUIO B CUCTEME MOHUTOPUHTA
CBEAEHMI O MPUEMKe /IeKapCTBEHHOro npenapaTa MOMKeT COObWMUTb AOMNOAHUTENbHbIE CBEAEHUA B
OTHOLUEHMM TPYMMOBbLIX KOAOB YNaKOBKM (rnobanbHbli MAEHTUOUKALMOHHLIA HOMEpP TOProBoM
eaANHNLbI, HOMep NPOWU3BOACTBEHHOW CepuU, CTOMMOCTb JIEKAPCTBEHHOrO npenapaTta AN YKasaHHOro
rno6anbHOro NAEHTMGMKaLUMOHHOIrO HOMEpPA TOProBOM eAuHNLBI M HOMEpPa NPON3BOACTBEHHON cepum,
€CAN NPUMEHUMO - CYyMMY Hanora Ha A06aBAEHHYIO CTOMMOCTb).

4, Cy6beKT 0bpalleHna NeKapCTBEHHbIX CPeACTB NpW NOATBEPNKAEHNN AOCTOBEPHOCTU CBeAEHUMN,



CoAEepKaLlLMXCA B CUCTEME MOHUTOPMHIA O NepedaHHbIX UAM MPUHATbIX JIeKAPCTBEHHbIX npenapaTax,
npeaocTaBfineT B CUCTEMY MOHUTOPUHIA Caeayolyo UHPOPMALMIO B OTHOLLIEHUWN KaxKAoM TOProsown
eINHMLbI IeKapCTBEHHOro NpenapaTa:

a) naTta coseplieHns onepaumu;

6) UAEHTUPMKALMOHHbLIN HOMEP Hasoronnatenbliumka cybbekTa obpallleHMA NeKapCTBEHHbIX
CPeACTB, OCYLLECTB/IAIOLWEro nepesady IeKapCcTBEHHOro Npenapara;

B) MAEHTUOUKALMOHHBLIN HOMep HanoronatenbliuKka cybbekTa obpallleHuMA eKapCTBEHHbIX
CPeACTB, OCYLLECTB/IAIOLWErO NPUEMKY SIEKaPCTBEHHOrO Npenapara;

r) cepuiiHblii rnobanbHbii UAEHTUPUKALMOHHBLIN HOMEP TOProBON eAWHWUUbI JIEKAaPCTBEHHOIO
npenaparta u/Man rpynnoBoi Kog YNakoBKW, B KOTOPOMN HaxoaMTCA AaHHbIN IeKapcTBEHHbIN npenapar (8
cnyyae nepenayv TPETUYHOWM (TPaHCMOPTHOM) YNaKoBKM LeIMKOM).

B cnyyae Heob6xooMMOCTM CyObeKT 06palleHUs NeKapCTBEHHbIX CPeACTB MOMKET OCYLLEeCTBUTb
NOATBEPIKAEHME OOCTOBEPHOCTM CBEAEHWI, COAEpKalmMxcA B CUCTEME MOHWUTOPWHra, Ans
NIEKapCTBEHHbIX MPEnapaToB, B OTHOWEHUM KOTOpbiX POC34paBHaA30pPOM BbIHECEHO pelleHuWe O
npuocTaHoBAEHMM obopoTa.

5. CybbeKT 0bpalleHns NeKapCTBEHHbIX CPEACTB, OCYLLECTBAAIOWMIA KOHTPAKTHOE (nogpsagHoe)
NpPOM3BOACTBO JIEKAPCTBEHHbIX MPEnapaToB Ha Tepputopun Poccuiickoi Penepaumum, npu nepegaye
NIeKapCTBEHHbIX MPenapaToB (roToBOM NpoAyKuMW) cybbekTy obpalleHua SeKapCTBEHHbIX CPeacTs,
ABNAOWEMYCA 33aKa3uMKOM 3TOTO KOHTPAKTHOro (noApaaHoro) MpowusBOACTBa, NPenoCTaBAseT B
cUCTEMY MOHWTOPWHIA credyowylo MHOOPMaUMIoO B OTHOWEHWMM Ka)KAOM TOProBOW eAuHULbI
nepeAaHHOro fIeKapcTBEHHOro Npenapara:

a) AaTa coBeplUeHUs onepaunu;

6) WAEHTUDMKALMOHHbBIN HOMEpP HaJsoronnatesblunka cybbekTa obpallleHMAa NeKapCTBEeHHbIX
CPeACTB, OCYLECTBAAIOLWEro Nepeaayy eKapcTBEHHOro Npenapara;

B) agpec mecCta ocyuwectsieHnA AOeATE/NIbHOCTU, U3 KOTOPOro OCywectBnAeTcA nepeaada
NeKapCTBEHHOro npenapara,

F) MAEHTM(I)VIKaLI,VIOHHbIﬁ HOMEpP HasoronaatesibwmnKa Cy6'beKTa 06paLLI,EHMﬂ NEeKapCTBEHHbIX
cpeAacTs, OCYLWECTBNAOWENo NpUemMRy 1eKapCTBEHHOTIO Npenapara,

p,) agpec mMmecCta ocyuwecrBneHna AeATeNnbHOCTU, B KOTOpPOE OCYWECTBNAETCA nNepenada
NeKapCTBEeHHOro npenapara,

€) pPeKBMsUTbl MNEePBUYHOrO [OKYMEHTA, AB/AIOWErocs OCHOBaHMEM A/A  nepegayu
NleKapCTBEHHOrO Npenapara (aata u Homep);

) cepuitHbii rnobanbHbli MAEHTUDUKALMOHHBIA HOMEP TOProBOM eAUHULbI NIEKAaPCTBEHHOIO
npenapaTta u/MAn rpynnoBoi Kog YNakoBKW, B KOTOPOM HaXxoAMUTCA AaHHbIA eKapCTBEHHbIN npenapaT (B
cnyyae nepeaaym TPETUYHOWM (TPaHCNOPTHOM) YNaKOBKM LLeIMKOM).

6. CybbeKT obpalleHna NeKapCTBEHHbIX CPeACTB MPU nepeaaye NeKapcTBEHHbIX NpenapaTos B
MeCTO OTMyCKa Mpu OCyLEecTBeHNN 060pOoTa IeKapCTBEHHbIX NpenapaToB B paMKax rocyaapCcTBeHHOoro
NeKapcTBeHHoro obecnedyeHua CBeAEHWI NPeAOCTaBAfeT B CUCTEMY MOHMTOPUHra C/leadyloLLyto
MHPOPMaALMIO O NepedaHHbIX IeKaPCTBEHHbIX Mpenapatax B OTHOWEHUU KaXKAoh TOProBon eamHMLbl
NeKapCTBEHHOro nNpenapara:

a) AaTa coBeplleHMA onepauuu;



6) UAEHTUOMKALMOHHbLIA HOMEP Hasoronnatenblimka cybbekTa obpallleHMAa NeKapCTBEHHbIX
CPeacTB, OCYLLECTBIAIOLLErO OTIPY3KY IEKAPCTBEHHOTO Npenapara;

B) agpec MecTa OCYLWECTBAIEHNA AeATeNbHOCTM, W3 KOTOPOro OCYLIEeCTBAEHa OTrpy3Ka
NeKapCTBEHHOro npenapaTa

r) MOeHTUPUKAUMOHHBIA HOMep HasoronnatenbliMKa cybbekTa 0b6paleHus 1IeKapCTBEHHbIX
CPeaCTB, OCYLLECTB/AIOLLErO NPUEMKY JIEKAPCTBEHHOTO NPEenapara;

) agpec MecTa OCYLECTB/IEHUA [eATe/bHOCTM, Ha KOTOpOe OCYLIecTBAsAeTCA MpuemMKa
NeKapCTBEHHOro npenapara;

€) pPeKBM3UTbl MEePBMYHOTO AOKYMEHTa, ABAAIOWErocs OCHOBaHMEM ANs  nepejayu
NleKapCcTBEHHOro Npenapara (gata u Homep);

X) cepuliHbli rnobanbHbIi MAEHTUOUKALMOHHLIA HOMEpP TOProBOWM eAMHMLbI J1eKapCTBEHHOrO
npenapaTa u/uau rpynnoBoi Kog ynakoBKW, B KOTOPOI Hax0AUTCA AaHHbIN 1eKapCcTBEHHbIN NpenaparT (B
cnyyae nepenayv TPETUYHOW (TPAHCNOPTHOM) YNaKoBKM LEe/IMKOM).

7. CybbeKT obpalieHus fleKapCTBEHHbIX CPeACTB NPV 3aBepLUeHUM perucTpauuu B cucTeme
MOHUTOPMHIA U BHECEHMM MEepPeyHss MEeCT OCYLLEeCTBNEeHWS AeATe/IbHOCTM MPesoCcTaBaseT B CUCTEMY
MOHUTOPUHIA C/eayowyo MHPOPMALMIO O NMPUEMKE JIeKapCTBEHHbIX MNPEenapaToB B OTHOLWEHWUU
KaXk4,0M TOProBoi eANHMLLbI IEKAPCTBEHHOTO Npenapara:

a) AaTa coBeplUeHus onepaunm;

6) WAEHTUDMKALMOHHbBIN HOMeEpP HaJsoronnaTtesblumka cybbekTa obpallleHMAa NeKapCTBEeHHbIX
CPeACTB, OCYLLECTBMBLLErO MPUEMKY IEKAPCTBEHHOIO NpenapaTa;

B) agpec mecCta ocyuwectsieHnA OeATeNIbHOCTHU, Ha KOTOpoe oOocywecTtB/eHa nNpuemKa
NeKapCTBEHHOrIo npenapaTta

F) MAEHTM(I)VIKaLI,VIOHHbIﬁ HOMEpP HasnoronaatesibwmnKa Cy6'beKTa 06paLLI,EHMﬂ NEeKapCTBEHHbIX
cpeAacTs, ocywecTBmnBLIEro OTrpy3Ky 1EKapPCTBEHHOIO NpenaparTa;

,Cl,) agpec mecCta ocyuwecrtBieHnAa AOeATeNbHOCTU, C KOTOpPOro ocyuwecrtBneHa OTrpy3Ka
NeKapCTBEHHOro npenaparta,

€) PEKBU3UTbI NePBUYHOr0 AOKYMEHTA, ABNAIOLLETOCA OCHOBAHMEM A1A NPUEMKMN NIEKapCTBEHHOTO
npenapara (gata 1 Homep);

) cepuiiHbIi rnobanbHblii MAEHTUDUKALMOHHbBIA HOMEP TOProBOM eAWHULbl IeKAaPCTBEHHOIO
npenaparta u/MAun rpynnoBoi Kog yNakoBKM, B KOTOPOWN Haxo4MTCA AaHHbIM IeKapcTBEHHbIM Npenapar (B
cnyyae NpMeMKn TPETUYHOM (TPAHCNOPTHOM) YNAKOBKU LLEIMKOM).

MpunoxkeHne N 9
K PekomeHaaumam

NEPEYEHDb
CBEAEHUN, NEPEOABAEMbIX CYBbEKTAMMW OBPALLLEEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA NMPU BbIBOAE NIEKAPCTBEHHbIX
NPEMAPATOB U3 OBOPOTA



1. CybbeKT obpalleHna NeKapcTBEHHbIX CPeACcTB MPW BbIBOAE NEKAapPCTBEHHOro npenapaTta M3
obopota nytem peanusaumm (Npodaku) NeKapCcTBEHHOro npenapaTta notpebutento, WaM Bblaauu
NleKapCTBEHHOro npenaparta no /JIbFOTHOMY pPeuenTy, MAM OTNyCKa JIeKapCTBEHHOro npenaparta Ans
OKasaHWa MeaMLMHCKOM MOMOLLM, UAM BbiBOAa M3 060pOTa MO MHLIM NPUYMHAM MPeaoCcTaBAeT B
cMCTeMY MOHMTOPWMHIA chedytowyo MHGOPMauLMio O BbiBeAeHHbIX M3 060poTa /IeKapCTBEHHbIX
npenaparax:

a) AaTa cosepllieHUs onepauumu;

6) Koa HanoronnatenbliyKa B CTpaHe peructpauum ambo uAeHTUGUKALMOHHBLIN HOomep
HasoronfaTesiblMKa CybbekTa obpalleHUs eKapCTBEHHbIX CPeACTB, OCYLULECTBAAIOWENO BblBOA,
JleKapCTBEHHOro npenapaTa W3 obopoTa (ana cybbekTa ob6paweHUa eKapCcTBEHHbIX CPeacTs,
ABNIAIOLLErOCs OpraHM3aumelt, NpM3HaBaeMoW HaNoroBbiM pesvaeHTom Poccuiicko Pepgepaunn, u
WHAVBMAYANbHbIM NpeanpUHUMATENEM, WU NPEACTaBUTENbCTBA CyObeKTa 0b6paLLeHUs TeKapCTBEHHbIX
CpeAcTB Ha TeppuTopun Poccuiickoii ®eaepaunn);

B) Ko4 cTpaHbl perncTpaummu (ana cybbekta obpalleHmsa NeKapCTBEHHbIX CPEeACTB, ABAAOLLErocs
WHOCTPAHHON opraHM3aLmeit, He NPM3HaBAaeMOW HAaNOroBbIM pe3naeHTom Poccuitickolt depepaunn u He
nMeloLwen NpeacTaBUTENbCTB Ha TeppuTopum Poccuiickon deaepauun);

r) agpec MecTa OCyLLecTBJAEHMA [esATeNIbHOCTM, M3 KOTOPOrO OCYLLECTBAAETCA BblBOZ,
NIeKapCTBEHHOrO npenapata W3 obopoTa (gna cybbektTa 06paleHMs NeKapCTBEHHbIX CPeacTs,
ABNAIOWErocs opraHv3auuMen, Npu3HaBaemMon HaNoroBbiM pesnaeHTom Poccuiickoii Peapepaumum, u
WHAMBUAYANbHBIM NPEANPUHUMATENEM);

,Cl,) TUN BbiBOA4A NIEKAPCTBEHHOIO Npenapata u3 060p0Ta;

e) BUA, LOKYMEHTa, MOATBEPKAAIOLLIErO BblBOA NEKAPCTBEHHOrO npenapata u3 obopoTta (uek,
61aHK CTPOron OTYETHOCTM, A,0rOBOP, /IbFOTHbLIN peLenT u ap.);

) pPeKBM3UTbl AOKYMeEHTa, MOATBEP)KAAIOLIEro BbIBOA, IeKapCTBEHHOro npenaparta u3 obopota
(mnaTa 1 HoMep, cepusa, rae NPUMEHUMO);

3) CTOMMOCTb JIeKapCTBEHHOro npenapaTta (C y4eTom Hasora Ha A06aBNEHHYI CTOMMOCTb) (B
C/lyyae NPOoAarku IeKapcTBEHHOTO NpenapaTa NoTpebuTento uax BbiAauu IeKapcTBEHHOro Npenaparta no
NIbFOTHOMY PeLenTy C YacTUUYHOM onnaTon);

1) cymma Hanora Ha A06aBAEHHYIO CTOMMOCTb (B Clydyae MPOAaKku NeKapcTBEHHOro npenaparta
notTpebutento AU BblAaun NeKapCcTBEHHOro npenaparta no AbrOTHOMY peuenTy C YacTUYHOM onaaToMn,
ecnu obnaraetca TakKMM Hanorom);

K) pgonsa oT obuwero KoavMyecTBa BO BTOPUYHOM (NOTpPebUTENbCKOM) YyMaKOBKe COrnacHo
KOMMNIEKTHOCTU (B c/iyyae BbiBoga M3 060poTa PasyKOMMNEKTOBAaHHOW YMaKOBKM NEKapPCTBEHHOMO
npenapara);

N) cepuiiHbIA rnobanbHblt UAEHTUOUKALMOHHBIN HOMEpP TOProBOM eAuHWLbl IeKapCTBEHHOIO
npenapara, BbIBOAMMOro n3 obopoTta M/Man rpynnoBoi Kog, yNakoBKM, B KOTOPON HaXxoAWUTCA AaHHbIN
NeKapCTBEHHbIM npenapaT (B cnyyae BbiBOga M3 o6opoTa MO MHbIM  NPUYMHAM  TPETUYHOW
(TpaHCNoOpTHO) YNaKoBKM LEeNKOM).

2. Cy6bekT obpalleHnna NeKapCTBEHHbIX CPeACTB MPW BbIBOAE /€KApCTBEHHOrO MnpenapaTa w3
obopoTa nyTem oTbopa 06pasuoB B Pa3MUYHbLIX LENAX MNPeAoCTaBAAeT B CUCTEMY MOHUTOPWHra
cneaytouyto MHGOPMaLMIO O BbiBEAEHHbIX U3 060pOTa NEKAPCTBEHHbIX Npenaparax:

a) AaTa coBeplweHna onepaununm Uanm Aata perncTtpaunm CBEAGHM% B cucreme MOHUTOPUHIa (B



OTHOLUEHMN NIeKaPCTBEHHbIX NPENapaToB, BbiBeAEHHbIX M3 06opoTa nyTem oTbopa 06pa3LoB Npu BBO3E
JIeKapCTBEHHbIX NpPenapaTos Ha TeppuTopuio Poccuitickol deaepaunn);

6) UAEHTUPMKALMOHHbLIN HOMEP Hasoronnatenblimka cybbekTa obpallleHMAa NeKapCTBEHHbIX
CpeacTB, OCYLLECTB/IAIOLLENO BbIBOA, IEKAPCTBEHHbIX NPenapaTos U3 060poTa;

B) agpec MecTa OCyLLeCTB/IEHUA AeATeIbHOCTU, C KOTOPOrO NMPOU3BOANUTCA BbIBOJ, JIEKAPCTBEHHbIX
npenapaToB 13 06opoTa (MpM NPOM3BOACTBE JIEKAPCTBEHHbIX MPErnapaToB Ha TePPUTOPUN Poccuinckol
depepayum);

r) Bua otbopa 06pasLos;

A) CepuiiHbI rnobanbHbIN NAEHTUPUKALUMOHHBIA HOMEP TOProBOW efMHULbl JIeKapCTBEHHOIO
npenapara, BbIBOAMMOro 13 obopoTa.

3. CybbeKT obpalleHus NeKapCTBEHHbIX CPeACTB MPU BbiBOLE JEKAapCTBEHHOro npenapaTa w3
obopoTa nyTem nepepayu NEKapCTBEHHOrO NpenapaTa Ha YHUUTOMKEHMe MpeLocTaBaAseT B CUCTEMY
MOHUTOPMHTA CNeaytoLLyo MHGOPMAaLIMIO O BbiBEAEHHbIX U3 060POTa NEKAPCTBEHHbIX NpPenapartax:

a) AlaTa coBepLIeHMs onepauuu;

6) VAEHTUPUKALMOHHBIM HOMEpP HaNOroniaTeNblmMKa CcybbeKkTa ob6palleHus ieKapCTBEHHbIX
CPeaCTB, OCYLLECTB/AIOLWLErO BbIBOA, IEKAPCTBEHHbIX NPenapaTos 13 060poTa;

B) agpec mecCta ocyuwectBieHnA AOeATE/NIbHOCTU, U3 KOTOPOro OcCywectBnAeTca nepegada
NEeKapPCTBEHHbIX MPENapaToB HAa YHUYTOXKEHUE;

F) OCHOBaHMeE nNepeaayvm NekapCrtBeHHbIX MPenapaToB Ha YHUYTOXEHUE;

[) PEKBU3UTbI peLleHnn YynoJHOMOYEeHHOro ¢enepasbHOro opraHa MCMNONHUTENIbHOM BAAcTU O
BbIBOAE SIeKapCTBEHHbIX NpenapaToB U3 06opoTa (Npu Hannuum);

e) peKBM3UTbl AOKYMeHTa, MNOATBEpP)KAAloLIero nepenady /AeKapCTBEHHbIX MpenapaToB Ha
YHUUYTOXEHMe (gaTa u Homep);

)K) MAEHTM(I)VIKaLI,VIOHHbIﬁ HOMEpP Hasoronnatesblwnka, OCywecTBaAoWwero YHUYTOXEHUE
NEeKapCTBEHHbIX MPENapaTos,

3) cepuiiHbi r106anbHbIN MAEHTUOUKALMOHHBIN HOMEpP TOProBOM eAMHULbI NeKAaPCTBEHHOro
npenapaTta u/MAun rpynnoBoi Kog yNakoBKM, B KOTOPOWN Haxo4MTCA AaHHbIN IeKapcTBEHHbIM Npenapar (B
cnyyae BblBOAA U3 060POTA TPETUUHOW (TPAHCNOPTHOM) YNaKOBKM LLe/IMKOM).

4, CybbeKT 06palleHmns 1IeKapCTBEHHbIX CPeACTB NPU YHUUTOXKEHUW NIeKapCTBEHHbIX NPenaparos,
paHee nepefaHHbIX MM Ha YHUUYTOXEHME, NPeAOCTaBAseT B CUCTEMY MOHWMTOPWMHIA CAeAyloLLyIo
MHPOPMaALMIO 0 GaKTe YHUUTOKEHNA NEKAPCTBEHHbIX NPENapaTos:

a) AaTa coBepLlIeHMA onepauuu;

6) VMAEHTUPUMKALMOHHBLIN HOMep HanoronnaTeNblmMKka cybbekTa o6palleHna NeKapcTBEHHbIX
CPeACTB, OCYLLECTBMBLLErO BbIBOZ /IEKAPCTBEHHbIX NpenapaToB M3 060poTa;

B) CNOCO6 YHUUTOMKEHWNA NEKAPCTBEHHbIX MPEnapaTos;

r) PEKBU3UTbI OKYMEHTA, NOATBEPKAAIOLLETNO YHUUTOXKEHME NIeKAaPCTBEHHbIX NpenapaTos (aaTa u
HOMEp aKTa 06 YHMUTOXKEHMM NeKapCTBEHHbIX NPenapaTos);

) cepuitHbli rnobanbHbii UAEHTUOUKALUMOHHBIN HOMEpP TOProBOM eAMHWLbI NIeKapCTBEHHOro



npenapara u/vau rpynnoson Ko ynakoBKW, B KOTOPON HaXoAMUTCA AaHHbIN IeKapCcTBEHHbIN npenaparT (8
cnyyae BbIBO4A M3 060pOTa TPETUYHOW (TPAHCNOPTHOM) YNaKOBKM LLE/IMKOM);

e) MAEHTUOUKALMOHHBLIN  HOMEp HaNoronnaTeNbliMKa, OCYLLECTBUBLUETO  YHUUYTOMKEHUe
JIeKapCTBEHHbIX NPenapaTos.

Mpunoxkenue N 10
K PekomeHpaunam

NEPEYEHDb
NPUYUH BNNIOKUPOBKU MPUHATUA CUCTEMOIN MOHUTOPUHTA CBEAEHWIA
O BBOAE B OBOPOT NEKAPCTBEHHbIX NMPEMNAPATOB, OBOPOTE
n (UNUN) BbIBOAE U3 OBOPOTA JIEKAPCTBEHHbIX NPENAPATOB

1. BbifABNEeHME HECcOoOTBETCTBMA TPeboBaHMM K KayecTBy B PaMKax BblOOPOYHOrO KOHTPOSA
KauyecTBa JIEKAPCTBEHHbIX CPeACTB M deaepasbHOro Hagsopa B chepe ob6palleHMs NeKapCTBEHHbIX
CPeacTB, ocyLwecTBAAeMbix Poc3gpaBHaA30pOM U €ro TEpPUTOPMAbHBIMM OPraHamMM.

2. MNpuHaTMe Poc3gpaBHaA30pOM MO MTOram PacCMOTpPeHus obpalieHus cybbekta obpalieHus
NIEKAPCTBEHHbIX CPEACTB pPeleHus, COAEeprKallero ceefdeHuss o6 ob6HapyKeHWUM HecooTBEeTCTBUA
BbIMYLLEHHbIX B 0OOPOT JIEKAPCTBEHHbIX MpernapaToB YCTaHOBAeHHbIM MuH3gpaBom Poccumn npwm
perucTpauumn 3TUx IeKapcTBEHHbIX NpenapaToB TPeboBaHMAM.

3. MpuHatMe MwuH3gpaBom Poccum peleHus 06 OTMeHe TroCyZapCTBEHHOW perncrpauum
NIeKapCTBEHHOrO Mpenaparta B NOpsAKe, YCTaHOB/AEHHOM MyHKTOM 6 cTaTbM 32 degepabHOro 3aKoHa
"06 obpalleHNmM NekapCTBEHHbIX cpeacTs”.

4. NpuHaTne MuHsgpasom Poccuum peleHns o NPUOCTaHOBAEHMM NPUMEHEHUA NEKAPCTBEHHOTO
npenapaTta B COOTBETCTBMM CO cTaTbell 65 degepanbHoro 3akoHa "O6 06palLeHUM NeKapCTBEHHbIX
cpeacrts".

5. OTCYTCTBVIe B Ccncreme MOHUTOPUHIa CBE,D,EHMﬁ O Ha/n4dnn neKapCrtBeHHOro npenaparta y
Cy6'beKTa o6pau.|,eHMﬂ NNEKAPCTBEHHbLIX CPeacTB, nNpeaocraBnAloWEero csegeHuA 06 o6op0Te 3TOro
NeKapCTBEeHHOro npenaparta.

6. UcteyeHmne CPpOKa rogHOCTU NeKapCTBEHHOrNo npenapata B COOTBETCTBMU CO CBedeEHUNAMMU,
3aperncTpmnpoBaHHbIMN B CUCTEME MOHUTOPUHTA.

7. HecooTBeTcTBME CBEAEHW O NEKAPCTBEHHOM MpenapaTte, MPeAOCTaBlEHHbIX CyObeKTOM
obpalleHna NeKapcTBEHHbIX CPeACTB NPU OMUCAaHUK IeKapCTBEHHOIO NpenapaTta B MHPOPMALMOHHbIN
pecypc, obecneunBaloWwmii y4eT U XpaHeHWe AO0CTOBEPHbIX AAHHbIX O TOBapax Mo COOTBETCTBYHOLLEN
TOBApHOM HOMEHKNAType, CBEAEHWUAM, MOJYYEHHbIM CUCTEMON  MOHUTOPMHIA U3 eAWMHON
rocyAapcTBeHHON MHPOPMALMOHHOM CUCTEMbI B chepe 34paBOOXPaHEHMS.

8. MNpepocTasaeHne B CUCTEMY MOHUTOPUHTA CBEAEHMVI O NpoaaXe NeKapCTBeEHHOro npenapata C
d)apMaLl,eBTM‘-leCKOI'O CKNnada npu oTBeTCTBEHHOM XpPaHEHUN.

9. MNpeaoctasneHne B CUCTEMY MOHUTOPUHTA CBEAEHUI 06 OTrpy3Ke (Npoaaske) nekapcTBEHHOro
npenaparta 40 perncrpaumm B Heil cBeAeHMI 0 BBOAE 3TOrO JIeKapCTBEHHOro npenapara B 060poT.

10. MNpeaoctaBneHnA B CUCTEMY MOHUTOPUHIAa CBEAEHUI C HapylleHMem TpeboBaHUI HACTOALLMX
PekomeHAaaumit 1 AeiCTBYIOWEro 3aKoHOAaTeIbCTBa.
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11. OTcyTcTBME B CUCTEME MOHUTOPUHIA CBEAEHUIM O HaAnumm y cybbekTa obpalieHua
NIEeKAPCTBEHHbIX CPEACTB JIMLLEH3UIA, NPeaoCTaBAAIWMNX CyObeKTY 0bpaLLeHMA NeKapCTBEHHbIX CPeacTs
NpPaBoO Ha OCYLLECTBIEHWE COOTBETCTBYIOLLMX ONEpPaLLUii.

12. OTcyTcTBME CBEAEHMIN O 3asBUTeNne B EAMHOM rocynapCTBEHHOM PEECTPe HPUANYECKMX UL
KaK 0 AeWCTBYIOLLEM HOpUANYECKOM uLe nav B EAMHOM rocyapcTBEHHOM peecTpe MHAMBUAYANbHbIX
npegnpMHMMaTenem Kak O  OeNCTBylOWEM  WHAMBMAYaAbHOM  MpeanpuHUMaTene, WA B
rocy4apCTBEHHOM peecTpe aKKPeAWTOBaHHbIX GWUAMANOB W NPenCcTaBUTENbCTB  MHOCTPAHHbIX
IOpPUAMYECKUX NIML,  KaK o pgencteyowem dwuavane uMAM  NpeacTaBUTENIbCTBE  MHOCTPAHHOIO
HOpMANYECKOrO NLA Ha TeppuTopmn Poccuiickon Pepepaunn.

13. Hannuue B EAMHOM rocyaapCTBEHHOM peecTpe puanYecKkux Auu, B OTHOWEHUW 3aaBuUTens
3anMcu 0 HeJOCTOBEPHOCTM CBEeAEHWUI, BHECEHHON B COOTBETCTBUM C MyHKTamu 5 n (unam) 6 ctatbm 11
depepanbHoro 3akoHa "O rocyfapCTBEHHOM perncTpauum pUaANYEecKUX AuL, U UHAWBUAYANbHbIX
npeanpuHumatenen”.

MpunoxkeHne N 11
K PekomeHgaumam

®OPMA 3AABKA
HA NPELOCTAB/IEHUE YCTPOMCTB PEFUCTPALIMN SMUCCUM
N PETMCTPATOPOB BblBbITUA B MEPUOA NMPOBEAEHNA SKCMEPUMEHTA

1. dopma 3anBKM Ha NPeLOCTaBeHNE YCTPOMCTBA PErMCcTPaLUmn SMUccUn

[BAO "OAPM OMPMAM] 000 "OmnepaTop-LPIT"

Appec: Kupnmninopy AHOpen AJjiIeKCeeBUdy
Ten./dakc: Komwms:

Nex. N KoopomHaTopy MHNpOeKTa

MutemkmHy I'puropuio BiragvMUpOBUUY
129090, Mockea, mnpocrnext Mwpa, n. 6.
Buszec UenTtp "Menmopa Ilnemc"

CxkaH nmcbMa Ha e-mail:
a.sukhova@crpt.ru

O bopMmpoBaHMM 3akKasza Ha I[IOJIydYeHUE
YCTPOMCTBa PErMCTPaTOpa SMUCCUMU

YBaxaeMeni AHOpel AJleKCeeBUY!

lIpennpusarue [3A0 "OAPM OVPMA"] B OJamxalmee BpeMs IIJIaHMPYET HadaThb
BEIITYCK napTmum NPOOyKLUUN, MapKMPOBaHHOM cpencTBaMm noeHTrbOMKaL MM,
SalMIIEHHEIMM ~KPUNTOTpad@mueckoym CHMCTEeMOM C OTKPHTEM KJIOUOM (acCCHMeTPMYHBIM
mbpoM) B dopMaTe IOBYMEPHOTO WTPMX-KOoIa CcTaHIapTa Data Matrix.

JOMOJIHUTEJIBLHO CcOoOofmaeM, dYTO NPM HNOATOTOBKE OOOPYHNOBaHMsa OBUIM BHITOJIHEHH
MCIBITaHMA [POLIECCOB HAHECEHMS CPpenCTB MIeHTMOMKaUMM, a TaKXe BEIIOJIHEHH
paboTE o MHTerpauum NPOTPaMMHOTO obecrnedeHmnsa B COOTBETCTBMM C
[IOACHUTEJIbHOM 3alNMCKOM Ha ABTOMATM3MPOBaHHYK cucTeMy "CTaHLUMA yNpaBJIeHMS
3axkasamm" .

[Ipowy mnpenocTaBuTbk [3A0 "OAPM OVPMA"] yCTPOMCTBO PEerMCcCTpalUM SMUCCUN.

Hmrxe ykKasaHBH PEKBMBMTH, HEOOXOOMMBIE IJIS PETUCTPAaLUN:

- VHH:

- Apec NPOM3BOACTBEHHOM IJIOWAOKM IOJIs NPOBEIEHMS MCIBTAHMN:

— lloslHOEe Has3BaHME KOMIIaHWN:
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- KoHTakTHOe suuo (4MO) :

- KoHTakTHBEM TesedoH:

- Tun pasMelleHMs YyCTPOMCTBa PEeTUCTpauuM sSMUCCUM <*>
- AOpec 5JIeKTPOHHOM IIOUTHL:

/ /

(DOJIXHOCTD ) (momommce) damvusiua .0/
BapmraHTE pas3MeumeHus: <*> - 1LeHTp 00pab®oTKM IaHHHX OllepaTopa CUCTEMEL
MOHUTOPMHTA/pas3MeleHne YCTPOMCTRA permucTpauum SMUCCUN 1o anpecy

HpOMBBOHC‘I‘BeHHO]’Z IJIomanokKmM .

2. dopma 3as8BKM Ha NpesoCTaBAeHUe pPerncTpaTopa BbibbITUA

[3A0 "MEIMUVHCKAS OPTAHMBALMA/AINTEKA"] OO0 "OnepaTop-LPIT"

Anpec: Kupumniory AHIOpewn AJleKCeeBUUy
Tesn./dakc: Konus:

Uecx. N KoopomHaTOopy NOpOEeKTa

oT CBeumHy AHaToMp CepreeBuuy

129090, Mockma, npocnexkt Mupa, IO. 6.
BuzHec llenTp "Menmopa Ilnewnc"

CxkaH nmcbMa Ha e-mail:
a.sukhovalcrpt.ru

O dopMMpPOBaHMM 3aKasza Ha I[OJIydeHMe
perucTpaTopa BHOBTUA

YBaxaeMut AHOper AjiekceeBuu!

pennpusarre [3A0 "MEIMIMHCKASA OPTAHUBALNA/AITEKA"] B paMKax ydacTus B
OKCIEPMMEHTE II0 MapKMPOBKE JIEKAPCTBEHHBIX I[pelapaToB IJIaHMPYyeT BHeIpPEeHUe
[IPOLIeCCOB perucrpaumumn BEIBOIIA ns3 oBbopoTa JIEKAPCTBEHHBEIX I[IpPEernapaTos,
MapKMPOBaHHBIX cpencTBaMu noeHTUOMKaLMMY, BallMIEHHEIMM KPUITOIpadruecKon
CUCTEMOM C OTKPBITBIM KJIOUOM (aCCHMMETPMUHEIM mIMdpoM) B dopMaTe IBYMEPHOIO
mTprux-koma craHmapTa Data Matrix.

JOMOJIHUTENIbHO coofmaeM, YTO IIPM NONTOTOBKE K BHEIPEHMIO:

1. BeumM oOmnpeneJieHbl OTBETCTBEHHEIE COTPYIOHUKM, B OOS3aHHOCTU KOTOPHIX
BymeT BkJOYeHa OQYyHKUMS CKaHMPOBAHMA IBYMEPHOI'O WTPUX-KOIa, MX
paboure MecTa OCHalleHH (OyOyT OCHAIEHHE B OJjmwxainiuee BpeMs) CKaHepaMu
TaKMUX MTPUX-KOIOB.

2. OnpepnejieHbl OTBETCTBEHHEIE COTPYOHMKM, B OOS3aHHOCTHL KOTOPHX OyneT

BXOIOUTH oTnpaBKa CBEIEHMM IO perucTpaumy BeBOIa M3 obopoTa
JIEKAPCTBEHHBIX IpernapaToB B CUCTEMY MOHMTOPMHTA .

3. YxasaHHBEE OTBETCTBEHHEE COTPYIHMKM 3BapeTMCTPUPOBaHE B CUCTEME
MOHMTOPMHTA n O3HAKOMMJIMCBE C JOCTYNHOM MM OQYyHKUMOHAJIBHOCTHIO
CUCTEMS.

[Ipomwy mnpenocTaBuTb [3A0 "MEIVIVMHCKAS OPTAHUBALMA/AINTEKA"] perucTpaTOpH
BEIOBITHA .

PeKBMBUTE, HeOOXOOMMEE IJiS [IOJIyUEeHMS PerucTpaTopa BHIOBITHUA:

- VHH:

- KouTakTHOe jmuo (®MO0) :

- KoHTakTHBEM TesedoH:

- AOpec BJIeKTPOHHOM I[OYTHL:

(ODOJIXKHOCTD) (monmmce) dammnma 1.0/







