NMPABUTENBCTBO POCCUUCKOWU ®EOEPALIUUA

MOCTAHOBJIEHUE
oT 14 pekabpsa 2018 r. N 1556

OB YTBEPXXOEHUU NONOXEHUA
O CUCTEME MOHUTOPUHIA OBUXXEHWUA NEKAPCTBEHHbIX NMPEMNAPATOB
Aana MEANUUHCKOI O NPUMEHEHUA

B cooTtBetcTtBUM C 4YacTamm 5 - 7 ctaTtbn 67 deapepanbHoro 3akoHa "O6 obpalieHunun
neKapcTBeHHbIX cpeacTtB" MNpaBuTenbcTBO Poccuiickon denepaunm NOCTaHOBASET:

1. yTBepﬂ,MTb npuiaaraemoe MonoxeHne o0 cucrteme MOHUTOPUHIA ABUXEHUA
NeKapCTBEHHbIX NpenapaTtoB Asa MEANLNHCKOIro npuMeHeEHA.

2. Peanuzaums HacTosiero nmMOCTAHOBJ/IEHMS OCYLECTBASETCS COOTBETCTBYHOLNMMU
denepanbHbIMM  OpraHamMum  UCMOSIHNTENbHOW BRacTM B Npegenax YCTaHOBJ/IEHHOM
MpaBuTtenbctBoM Poccunckon OPegepaumm npenenbHON YUCAEHHOCTM MX paboTHUKOB W
6l04)KEeTHbIX aCCUrHOBaHWI, NpeayCMOTPEHHbIX UM B beaepasibHOM 6ogkeTe Ha pyKOBOACTBO
M ynpaBneHmne B chepe YCTaHOBIEHHbIX (PYHKLUWNA.

3. Hacrtosiwee nocTaHoB/AEeHME BCTYyNaeT B CWIy CO AHA ero oduuManbHOro
onybnmMKoBaHMs, 3a WCKIKOYEHUEM T[ONOXEHUN, YKa3aHHbIX B MNYHKTE 4 HacTosALWeEro
MOCTaHOBNEHMUS.

4. TlonoXeHne O CUCTEME MOHUTOPUHIa ABMXEHUS feKapCTBEHHbIX npenapaTtoB AN
MeaULMHCKOro MNpUMEHeHUs, yTBepXAeHHOe HacCToAWMM MNOCTAaHOBMIEHNEM, B OTHOLUEHUU
npoussoauTenen nekapcTBeHHbIX CPpeaCTB B YacTM HaHeCeHUs Ha MepBUYHYIO YrakoBKky (B
OTHOLWIEHWM NeKapCTBEHHbLIX MNpenapaToB 4S9 MeAUMUMHCKOro rnpuMeHeHus, Af9 KOTOpbIX He
npeaycMoTpeHa BTOpUYHAA YyMNakoBKa) W BTOPUYHYH (NOTpebuTenbckyk) YrnakoBKy
neKapcTBeHHbIX NpenapaTtoB AN8 MeAWUMHCKOrO NMpUMeHeHWs cpeacTBa uaeHTudukaumu, a
TakXe B OTHOWEHUU puanvYecknx nuy U UHAUBUAYaNbHbIX MpeanpuHUMaTenen,
OCYLLEeCTBASIOWNX NpOU3BOACTBO, XpaHeHwe, BBO3 B Poccuiickyto deaepauumio, OTNYCK,
peanusaumuio, nepegady, nNpuUMeHeHMEe U YHUUTOXEHMe NeKapCTBEHHbIX MpenapaToB AN
MeaULUMHCKOro NpMMeHeHUs, B 4YacTu BHeCceHUs MHMOpMaunmM O NIeKapCTBEHHbIX npenapartax
ANg  MeAMUMHCKOro rMpUMEHEHUSs B CUCTEMY MOHUTOPUHIa ABUMXKEHUS JieKapCTBEHHbIX
npenapaTtoB ANS MeAMLMHCKOro NMpUMEHEHUs BCTynaeT B CUYy CO AHSA BCTYMNJEHWUS B CUNY
ab3aueB BTOpPOro v NATOro nognyHkrta "6" nyHkTa 7 ctatbn 1 depepanbHOro 3akoHa oT 28
aekabpsa 2017 r. N 425-®3 "O BHeceHMN naMeHeHn B GeaepanbcHblii 3akKoH "O6 obpaleHun
JleKapCTBEHHbIX cpeacTs”.

Mpeancenatens MNMpaButenbCcTBa
Poccuinckon depepaumu
O.MEOBEJEB

YTBEpPXAEHO

noctaHosneHnem lMpaBuUTenbLCTBA
Poccuinckon depepaumm

oT 14 pnekabps 2018 r. N 1556

KoHcynbTaHTIIIIOC: npuMedaHue.



O nopsake BCTynieHus B cuny MonoXeHns cM. N. 4 4aHHOro AOKYMEHTA.

NMONOXEHUE
O CUCTEME MOHUTOPUHIA OBWXEHUA NEKAPCTBEHHbBIX NMPENAPATOB
AanAa MEAMLUMHCKOIo NPUMEHEHUA

. O6LwmMe nonoxeHus

1. Hactosuwee lNonoxeHne onpeaensieT:

a) nopsiAoK HaHeceHus cpeactBa MAeHTUPUKaAUMWM NeKapCTBEHHOro npenaparta Ans
MEeOMLMHCKOro NpuMeHeHMsa (panee - neKapCTBEHHble npenapaTtbl), TpeboBaHMSA K ero
CTpyktype wn dopmaty uWHOpMaUmMM, KOTOPYK COAEPXUT CPeacTtBo waeHTuduKaumu
NleKapCTBEHHOIo nNpenaparta, U ero XapakTepucTuKu;

6) NnopsaoK co3paHus, pasBuUTMS, BBOAA B dKCMJyaTauMio, SKCnyaTaumum M BbiBOga U3
aKcnayaTauuMm CUCTEMbl MOHUTOPUHIA [ABMXEHUS! JieKapCTBeHHbIX npenapaTtoB (Janee -
CUCTEMA MOHUTOPUHIA);

B) NOpPSAOK B3aMMOAENCTBUS CUCTEMbl MOHUTOPWHIA C WHbIMW TFOCYAapPCTBEHHbIMMU
NHDOOPMALMOHHBIMW CUCTEMaMU U MHAPOPMALMOHHBIMU CUCTEMAMU HOPUAUYECKUX UL U
MHANBUAYaANbHbIX NpeanpuHMMaTenen, ykasaHHbix B Yactax 7 n 10 ctatbmn 67 ®eaepanbHOro
3akoHa "0O6 obpalleHnn nekapcTBeHHbIX CpeacTs”;

r) nopsaok BHECEHUSS B CUCTEMY MOHWUTOPUMHIA  OPUAMYECKUMW  AULAMU U
NHOMBUAYANbHBIMU  NPeAnpPUHUMATENSMWN, OCYLLUECTBASIIOWMMU MNPOU3BOACTBO, XpaHeHue,
BBO3 B Poccuiickyto ®depepaunto, OTNYCK, peanusauunio, nepegady, TnpUMEHeHWe U
YHUUTOXEHME JIeKapCTBEHHbIX MpenapatoB, MH(OPMauMM O NeKapCTBEHHbIX MpenapaTax u
ee COoCTaB;

A) nopsaaok npenocrasneHuss MHMoOpMauuKn, CoaepXXallencss B CUCTeEME MOHUTOPUHTa.
2. MoHATMA, ncnonb3yeMble B HacToswem MonoxeHnn, o3HayalT cieaytoulee:

"arpernpoBaHue" - npouecc ob6beANHEHUS NeKapCTBEHHbIX MNpernapaTtoB Ha NoboM
3Tane obpalleHna neKapCTBEHHbIX MpenapaTtoB CcybbekToM ob6paweHus nekapCTBEHHbIX
CpeAcTB B rpynnoBYyl YMNakoBKY C HaHECEHMEM COOTBETCTBYHLIEro rpynnoBoro Koaa
TPETUYHON (TPaHCMOPTHOM) YMAKOBKW JIEKAPCTBEHHbLIX MNpenapaTtoB M C COXpaHEHUEM
MHPOpPMaUMM B CUCTEME MOHUTOPUHIA O B3aMMOCBA3M CPEACTB MAEHTUdMKAUMKU Kaxaoro
B/IOXXEHHOr0 B TPYNMNOBYI YMNAKOBKY JIEKApCTBEHHOro npenapata C rpynnoBbiIM KOAOM
TPETUYHON (TPAHCNOPTHOM) YNaKOBKW SIeKApCTBEHHbIX NpenapaTtoB CO34aBaeMOl rpynnoBoW
YNaKOBKMU;

"BBOA B 060pOT fleKapCcTBEHHbIX NpenapaToB”:

npu Npou3BOACTBE Ha TeppuTopun Poccuitckon degepaumm - onepaummn, NponsBoamMble
C NeKapCTBEHHbIMM MpenapaTtaMm OT MNPOXOXAEHUS MNPOM3BOACTBEHHOW CTaaun acoBKM
(ynakoBKM) NeKapCTBEHHbIX MNpenapaTtoB B [MEPBUYHYK YMaKOBKY JIEKApPCTBEHHOro
npenapata (B OTHOLIEHMWM JIeKApCTBEHHbIX MpenapaTtoB, A/ KOTOPbIX He MnpeaycMoTpeHa
BTOpu4YHasa (noTpebutenbckas) yrnakoBKa JIEKAapCTBEHHOr0O nMpenapata) M BTOPUYHYIO
(noTpebutenbckyto) yrnakoBKy JIeKapCTBEHHOIo npenapara ao 3aBepLleHus
NpPOn3BOACTBEHHOM CTaAMM BbIMyCKalOLEro KOHTPO/s KayecTBa;

npu npou3BOACTBE BHe Tepputopun Poccuinickon dPepepaumn (3a MCKAKOYEHNEM
NIeKapCTBEHHbLIX MpenapaTtoB, BBO3MMbIX W3 rocyaapctB - 4neHoB EBpaswuiickoro
3KOHOMWYECKOro Cot3a) - onepaunm, Npous3BOAUMbIE C JIEKAPCTBEHHbIMM MNpenapaTtaMu OT
NPOXOXAEHMS MNPOM3BOACTBEHHOM CTaAMM BbIMYCKAKOLWEro KOHTPOAS A0 3aBeplueHus
TaMOXEHHOW  npoueaypbl  BbiMyCKa ANs  BHYTPEHHero notpebneHns npu  BBO3E
neKapcTBeHHbIX npenapatos B Poccuiickyto degepauuio;



npu npou3BOACTBE BHe Tepputopum Poccuickon ®depgepaumm B OTHOLUEHMM
NneKapCTBEHHbIX MpenapaToB, BBO3MMbIX M3 TrocyAapcTB - u4neHoB EBpa3suitickoro
SKOHOMMYECKOro Coto3a, - onepauuu, NpousBoAMMblE C leKapCTBEHHbIMW MpenapaTaMu oT
NPOXOXAEHUS MPOU3BOACTBEHHON CTaAWM BbIMyCKalOLWEro KOHTPONS A0 pa3MelleHus
NneKapCTBEHHbIX MpenapaTtoB Ha dapMaueBTUYECKOM CKage W NpPOXOXAEeHUs npoueayp
NOATBEPXAEHUS COOTBETCTBMSA JIeKapCTBEHHbIX NpenapaTos;

"BTOopuuHaga (notpebutenbckas) ynakoBKa NeKapCTBEHHOrO npenapaTta” - ymnakoBka,
nocrtynawowas K notpebutento wn cayxawasa Ansg pasMeweHus eauHUYHOW MepBUYHOM
yNakoBKMW f1eKapCTBEHHOro npenapaTa uin o6beaAnHSIWas HEeCKONbKO NMePBUYHBLIX YNAaKoOBOK
neKapCcTBeHHbIX NpenapaTos;

"BbiBOA M3 060pOTa fleKapCTBEHHbIX NpenapaToB" - peanm3auunsd, npoaaxa m otnyck (B
TOM 4YucCsie No peuenTy) JIeKapCTBEHHbIX NpenapaTtoB nNoTpebuTtento, NnpuMeHeHne, nepenava
Ha YHUUTOXXEHMEe, yTpaTa M CnucaHne NIeKapCTBEHHbIX npenapaToB, oT6op o6pa3uos, BbIBO3
paHee BBe3eHHbIX B Poccuickyto degepaunto nekapCTBeHHbIX npenapaToB (peakcnopT), a
TakXxe BblBOA M3 060poTa MO UHBIM NPUYMHAM;

"rnobanbHbll MAEHTUPUKALMOHHbBIA HOMEP TOProBOM eAMHUUbI" - YHUKaNbHbIA KoOA,
npucBamBaeMbll rpynne TOBapoB MNpU UX ONMCaHMM B MHGMOPMALMOHHOM pecypce,
obecneynBaloLLEM yYeT U XpPaHEHME AOCTOBEPHbLIX AaHHbLIX O TOBapax MO COOTBETCTBYHOLLEN
TOBapHOI HOMEHKNATYpE;

"rpynnoBas  ynakoBka" - CrpynnuMpoBaHHble YyrnakoBku (MepBuYHas, BTOpUYHasd
(noTpebutenbckas), TpeTnyHasa (TpaHCNoOpTHas) YNaKoBKW NIeKapCTBEHHOro npenapara);

"rpynnoBon koa" - CpeacTBO uaeHTUdMKauMM rpynnoBoi YNaKOBKM JleKapCTBEHHbIX
npenapatoB, YHUKanbHasa ANS KaXXAoW OTAeNbHOM TpeTUYHOM (TPaHCMOPTHOM) YMaKoBKM
neKapCcTBEHHOro npenapata KoMbuHauuMs CUMMBOMIOB, MpeAcTaBfeHHas B BuAe JIMHEWHOro
LWTPUXOBOro Koaa, GopMMpyeMoro SMMTEHTOM FPpynmnoBbIX KOAOB;

"naoeHTudmKaTop nNpuMeHeHma" - npedukc, npeacrtasnsdowmmn cobon Habop ns 2 unu
6onee 3HAKOB, pacCMoJIOXEHHbIA B Hayane 3/1IEMEHTHOM CTPOKM W OAHO3HA4YHO
onpenensaowmn 3Ha4yeHne n dopmaT Nosa AaHHbIX, CNEeAYHLWEro 3a NnpedunKkcom;

"MHAMBMAYaNbHbIA CEPUAHBIA HOMEp TOProBON eauHuubl" - undposas uan 6yKBeHHO-
uMdpoBas NoCNeaoBaTeNbHOCTb;

"koa npoBepku" - CUMBONIbHAs MNocCneaoBaTesibHOCTb, NpeaocTaBnsieMasi onepaTopoM
CUCTEMbl MOHUTOPWUHIaA 3MUTEHTAM CPeACTB MAeHTUdUKAUMM NeKapCTBEHHOro npenapaTta wu
cocTosLas U3 KJto4a NpoBEpPKN U SNEKTPOHHOW NOANUCH;

"NnekapcTBeHHble npenapaTtbl, MapKMpoBaHHble cpeacCTBaMW umaeHTUdUKaummn" -
neKapcTBeHHble npenapaTbl, Ha KOTOpble HAHEeCeHbl CpeacTBa MAeHTUdUKaumm wu
AOCTOBEpHblE CBEAEHMS O KOTOPbIX B YCTAHOB/IEHHOM MNOpsiAKe nepedaHbl B CUCTEMY
MOHUTOPUHIA;

"MapKMpoBKa YMNaKOBOK JIEKApCTBEHHbIX MpenapaTtoB CpeacTBamMu uaeHTudukaumm" -
HaHeceHMe CpeacCTB WAeHTMdMKaAUMM Ha BTOPUYUHYK (NOTpebuTenbCKyl) YMakKoBKY
neKapcTBeHHOro npenapata (a npu ee OTCYTCTBMM - Ha TMEPBUYHYK YMaKOBKY
JIeEKapCTBEHHOro NpenapaTta);

"onncaHne nekapcTBEHHOro npenapata" - NepeyYeHb XapaKTEPUCTMK, pa3MeLLEHHbIX
cybbekToMm obpaleHuUsa neKapCTBEHHbIX CpPeacTB B COOTBETCTBYHOWEM WMHOOPMaALMOHHOM
pecypce, obecrneymBaloWeEM YYE€T U XpaHEHMEe [AOCTOBEPHbIX [AaHHbIX O TOoBapax no
COOTBETCTBYHOLWEN TOBAPHO HOMEHKNATYpPE;

"NnepBUYHas ynakoBKa JIeKapCTBEHHOro npenaparta" - cpeAcTBO WM KOMMEeKC CPeacTs,
obecneymBalolMX 3aLMTY JIEKAPCTBEHHbIX MpenapaTtoB OT MOBPEeXAEHUS W MOoTepb,
BO34ENCTBUS OKPYXKaloLWEN cpeabl, 3arpsisHEHUA U UMEKLWMNX HEMOCPEeACTBEHHbIA KOHTAKT C
NleKapCTBEHHbIMW NMpenapaTamu;



"pernctpatop BbI6bITMA" - NporpamMHo-anmnapaTHbIi KpunTorpaduyeckmin KOMMNaekc,
obecneuuBaowmin  GopMUpOBaAHNE WU PperucTpaumio pUANYEeCcKn 3HauuMbIX CBeAeHWUI O
BblBOAE M3 060pOTa NeKapCTBEHHbIX NpenapaTos;

"cepuiiHblh  rnobanbHbIA  MAEHTUDUKALUMOHHBLIA  HOMep TOproeson eauHuubl" -
YHUKanbHbIA MAeHTUPUKATOP BTOPUUHOW (NOTpebuTenbCKor) YNakKOBKW fleKapCTBEHHOMo
npenapata (B cliyyae ee OTCYTCTBUA - MEPBUYHON YNaKOBKW feKapCTBEHHOro npenapara),
dopmMunpyembin nytem aobaBneHuns K rnobanbHOMy maeHTUUKaLMOHHOMY HOMepy TOProBOW
eANHNLUbI MHANBUAYANbHOIO CEPUIAHOIO HOMepa TOProBOW eAUHULbI;

"cpeactBOo  uaeHTUdMKaumm" -  YHUKanNbHad  nocnenoBaTesibHOCTb  CMMBOJIOB,
npeacrtaBfeHHas B MalMHoO4YMTaemMol ¢GopMe WM C WCNOSIb30BaHMEM MWHOMo CpeacTsBa
(TexHonornm) aBTOMaATUYECKOW MAeHTUdPUKaUMK, KOTopass HAHOCUTCS Ha YNaKoBKY
NeKapCTBEHHbIX NpenapaTtoB MeTogaMn NevyaTtn Uin 3TUKEeTUPOBaHUS;

"cybbekTbl obpalleHuss NeKapCTBEHHbIX cpeacTtB" -  opuauMyeckue nmua U
MHAMBMAYaANbHbIE NpeanpuUHUMATENN, OCYLLUECTBASAIOWNE MPOM3BOACTBO, XPaHEHME, BBO3 B
Poccuiickyto ®degepaumio, OTNYyCK, peanusauunto, nepepadvy, NMpUMEHEHUE N YHUUTOXEHUE
JIeKapCTBEHHbIX NpPeNapaToB;

"TpeTnyHasa (TpaHcnopTHas) YMakoBKa JNleKapCTBEHHOro npenapaTta" - rpynnosas
ynakoBKa, WCMosiblyeMasl Ans XPaHeHUs, MNEepeBO3KM W MepeMelleHUs J1eKapCTBEHHOro
npenaparta Mexay cybbektaMm obpalleHns nekapCTBEHHbIX CPeacCTB;

"YCTPONCTBO permcrpaumm sMmccum" - nporpaMmMHo-annapaTtHbIi KpunTorpaduyeckuni
KOMIMJIeKC (kpunTorpadunyeckui KOHTpoJiep 6e3onacHocTu), obecneunsatoLwmi
npeaocTaBfieHne 3MUTEHTaM CPeacTB maeHTUdMKauum KoAoB NpoBepku, (hopMUpOBaHME U
perncTtpauuio B CUCTEME MOHUTOPUHIa HOPUANYECKN 3HAUYUMbIX CBEAEHU O MapKUMpOBKe
yMaKoOBOK NIeKapCTBEHHbIX NpenapaTtoB CpeAcTBaMu MaeHTUdUKaumm;

"pbacoBka (ynakoBka) JiekapCTBEHHOro npenapaTta" - MNpPoOM3BOACTBEHHas CTaaus,
npegycMaTpmBalrLllas MoOMeLleHMe JIeKapCTBEHHOro npenapata B MEPBUYHYH YMaKOBKY
JIEKApCTBEHHOrO0  npemnapata WAM  BO  BTOPUYHYK  (NOTpebUTENnbCKyk)  YyMNaKOBKY
NeKapCTBEHHOro npenapara;

"SMUTEHT rpynnoBoro koga" - cybbekT obpaweHns nekapCTBeHHbIX CPeacTs,
ocywectBaswowmii  bopMupoBaHmMe U HaHeceHue rpynmnoBOro Kojga Ha TPEeTUYHYI
(TpaHCNOpTHY) YNaKoBKY NEeKapCTBEHHbIX NpenapaTos;

"SMUTEHT cCpeacts uaeHTUdUKaumm" - nNpomM3BOAUTENDb JIeKApPCTBEHHbIX CpPeacTs,
OCYLLECTBAAWMIA NPOM3BOACTBEHHYIO CTaauto dacoBkn (yNakKoOBKM) J1€KapCTBEHHOrO
npenaparta C HaHeCeHWeM CpeacTB uaeHTUdUKaUuMM Ha BTOPUUHYKO (NOTpebuUTenbCcKyto)
YNaKOBKY NleKapCTBEHHOro npenaparta (a npuM ee OTCYTCTBMM - HA MNEPBUYHYIO YMAKOBKY
NleKapCTBEHHOro npenaparta), - NOpu TMPOU3BOACTBE JIEKApPCTBEHHOro npenapaTta Ha
Tepputopun Poccuiickon ®epepaunmn, nan aepxartenb nnbo Bnagenel perncrpaumoHHOro
YAOCTOBEPEHUS IEKAapCTBEHHOrO npenaparta (Janee - perncrpaunoHHoe yaocToBepeHue) -
npu NpoM3BOACTBE JIEKAPCTBEHHOrO MnpenapaTa BHe Tepputopumn Poccuickon ®depepauumu,
WIN NpeacTaBUTENbCTBO MHOCTPAHHOM OpraHmM3auunm Ha Tepputopumn Poccuniickon depgepaumu,
ABNSOWENCS aep)xatenem nmbo BnagenbLeM pPerncrpaunoHHOro yAOCTOBEPEHUS, - TMpU
NMpon3BOACTBE JIEKAapCTBEHHOIrO NpenapaTa BHe Tepputopumn Poccuiickon deaepaunn.

Il. XapaktepucTtukm cpeacrtea naeHTudmkaumm, NopsaaokK ero
HaHeceHusi U TpebGoBaHMUA K CTPYKType u popmaTy uHcopmauumm,
KOTOPYIO0 COAEPKUT CPpeaAcTBO naeHTudmKaumum

3. CpeactBo wunaeHTUdMKaAUMM MPU HAHECEHUM Ha BTOPUYHYI (MoTpebuTenbckyto)
yNaKoBKY JIeKapCTBEHHOro npenaparta (B c/y4yae ee OTCYTCTBMS - Ha MEPBUYHYIO YMNaKOBKY
NeKapCTBEHHOro npenapara) COOTBETCTBYET CNeAYOWMM XapaKTeEPUCTUKAM:



a) ABYXMEpHbIN LWTPUXOBOM KOA HAHOCUTCH TOYEYHbIMW CUMMBOJSIAMU B COOTBETCTBUU C
TpeboBaHMAMN HaAUMOHANbHOro craHaapta Poccuiickonn ®eapepaumn (FOCT P UNCO/M3K
16022-2008 "AsTOMaTu4eckas unaeHtudukaumsa. KoguposaHue wrpuxosoe. Cneumdunkaumns
cumBonukm Data Matrix"), koTopblil yTBepxaeH npukasom @PegepanbHOro areHTCTBa Mo
TEXHUYECKOMY perynmpoBaHUio U METPOSIOrnu;

6) ABYXMepHbIN WUTPUXOBOM KOA HAHOCUTCA C YPOBHEM Kacca kadectsa C wUau Bbile B
COOTBETCTBUM C TpeboBaHMAMU HaLUMOHanbHOro craHgapta Poccuiickon ®epepaumn (FTOCT P
MCO/M2K 15415-2012 "WNHdOpMaUMOHHbIE TEXHOMOrMU. TEexXHOMormM aBTOMAaTUYEeCKOM
naeHtTudumkaumm n cbopa gaHHbix. Cneuyndukaumsa UCNbITAHUA CUMMBOIOB LUTPUXOBOMO KoAa
AN OUEeHKW KadyecTBa nedaTu. [lByMepHble CUMBOMbI"), KOTOpbIN YTBEPXAEH MNPUKA30M
defepanbHOro areHTCTBa No TEXHUYECKOMY perynmpoBaHuio U MeTposaorum;

B) ABYXMEPHbIA LWITPUXOBOWM KOA HAHOCUTCS Me4yaTbid C MCNOSIb30BaHMEM MeToAad
Koppekumn owmnbok ECC-200 B COOTBETCTBUM C TpebOBaAHUSAMU HALMOHANbLHOrO CTaHAapTa
Poccuiickon ®epepaumnn (FTOCT P NCO/M3IK 16022-2008 "ABTOMaTmueckas naeHTundmkayms.
KoaunposaHue wtpuxosoe. Cneundukaums cmmBonnkn Data Matrix"), KoTopbi yTBEpXAEH
npukasom denepanbHOro areHTCTBa Mo TEXHUYECKOMY PerysinpoBaHMIO U METPOSIOIUN;

r) Npu HaHeceHuUn cpeacTBa naeHTUdUKaLMmn NeKapCcTBEHHOrO npenapaTta UCNoab3yeTcs
ASCII koaMpoBaHMe Ha OCHOBE HauMoOHanbHOro craHaaprta Poccuitckon ®epnepaumn (FOCT P
MCO/MDK 16022-2008 "ABTOMatTuyeckas wuaeHTudbukaumsa. KoaoumpoBaHue WTPUXOBOE.
Cneundukaumns cummeonnkm Data Matrix"), koTopbli yTBepxaeH npukasoMm deaepanbHOro
areHTCTBa No TeEXHUYECKOMY perynpoBaHuMIO U METPOIOrnu.

4. CeepeHus, cogepxXxawmeca B Cpeacrtee M,D,eHTVICbVIKaLI,MVI, HaAHOCATCA B BuMAE
ABYXMEPHOIro LwTpMXoBOro Koda Ha HpOMBBOﬂ,CTBEHHOVI INHUNM MEeTodaMWM NnedyYaTtn Wwnnin
3TUKETUPOBAHNA CTUKEPOM, HEOTAE/IUMbIM OT YNaAKOBKMU.

5. WHdopmMaumsa, coaepxalwascsa B cCpeactse wuaeHTUdUKaAUUK, UMEET CcleayoLlyto
CTPYKTYpY:

npusHak cmmBonumkn Data Matrix - cumBon, nmerowmnii kog 232 B Tabnuue CUMBOJIOB
ASCII;

nepeas rpynna AaHHbIX - rnobanbHbln MAEHTUDUKALUNOHHBIA HOMEP TOProBOM eANHULbI,
coctoawmni wm3 14 unmdpoBbiX CUMBOSIOB, KOTOpPOMY npeAwectsyet wuaeHTudukaTop
npumeHeHus (01);

BTOpas rpynna [AaHHbIX - WHAWBUAYanbHbIA CEpPUNHbBIA HOMEep TOpProBon eAuHWULbI,
cocToawmnm u3 13 cuMBONOB UuUUPpoBOK UK 6YKBEHHO-LMEPOBON MocCieoBaTeIbHOCTH
(natTuHckoro andasuTa), KOTOPOMY MpeawecTByeT uaeHTUduUkKatop npuMeHeHna (21).
3aBeplwatowinM  CUMBOJSIOM ANs 3TOW rpynnbl AaHHbIX SABASETCS cheuunasnbHbli CUMBOS-
pasaenutenb, uMerowmnn koa 29 B Tabnnue cumeonos ASCII;

TPeTbS rpynna QAaHHbIX - K/OY MPOBEPKKU, MPenoCTaBsieMblii 3MUTEHTaM CpeacTB
naeHTMdumKaumm onepaTtopoM CUCTEMbl MOHMTOPUMHIra B COCTaBe KoAda TMpPOBEpPKU B
COOTBETCTBMM C HacTosAwmMM [lonoxeHmnem, cocTtoawmmn m3 4 cumBonoB (Undp, CTPOYHbIX U
NponucHblix 6ykB natuHckoro andaeuTa), KOTOPOMY MpealiecTBYeT UAEHTUdUKaTop
npumeHeHns (91). 3aBepwawowmM CUMBOAOM ANS 3TOW pynnbl  AaHHbIX SBNASETCS
cneumanbHbIi CUMBON-pa3aenuTenb, UMetowmin ko 29 B Tabnunue cumonos ASCII;

yeTBepTas rpynna QAaHHbIX - 3/eKTPOHHas MNOoAMNWCb, MpeaocTaBssieMasl dMUTEHTaM
CpeacTs naeHTMdukaumm onepaTtopoM CUCTEMbl MOHUTOPUHIA B COCTaBe KoAa MNpOBeEpKU B
COOTBETCTBUM C HacTosAwmM lonoxeHnem, coctoswas us 88 cmmeonoB (Undp, CTPOUHbBIX U
NPOMNUCHbIX OYKB nNaTWMHCKOro andasuTa, a TakXe chneunanbHbiX CUMBOJIOB), KOTOPOWM
npegwectsyeT naeHTudukatop npumeHenms (92).

JononHnTenbHO Ha YCMOTpEHNE >SMUTEHTA CpPeACTB VILI,eHTMCbMKaU,VIM B COCTaB
ABYXMEPHOIro LwTpMUXOBOro Koaa AonyCKaeTcAa Ao TpeTbeVI n quBepToM rpynn AaHHbIX
BK/TIOYEHUNE!



NATON rpynnbl AaHHbIX - HOMep Cepun JieKapCTBEHHOro npenapaTa, COCTOAWMA He
6onee uyem m3 20 cumBonos uudpoBor maM OHyKBEHHO-UMDPOBON NoOCAe0BaTEIbHOCTH
(natTuHckoro andasuTa), KOTOPOMY MpeawecTByeT uaeHTudukatop npuMmeHeHna (10).
3aBeplwatownuM  CMMBOJIOM AN 3TON rpynnbl AaHHbIX $BASETCS CUMBON-pasgenutensb,
nMewwmnn koa 29 B Tabnmue cumeonos ASCII;

WecTon rpynnbl AaHHbIX - AaTa UCTedYeHUs Cpoka rOAHOCTU, KOTOpPOM npejlecTtByeTr
naeHTudmKaTop npuMeHeHnsa (17). 3anncb YMCNOBbIX CUMBOJIOB ANS AaTbl UCTEYEHUS CpoKa
rogHOCTV NleKapCTBEHHOro rnpenapaTta coCcTouT M3 6 cuMBONOB B dopmaTe "rog - Mmecsy -
aeHs" ("F'rMMOAa").

B Tex cnyyasx, Korga Ha AaTy BbiMycCckKa NpPoAyKUMWM TOYHOE 3HA4YeHue AaTbl UCTEUYEHUS
cpoka rogHoctm B aHax ("O4") He ycTaHaBnmMBaeTCs, TO 3MUTEHT CPeACTB MAeHTUdUKaumu
yKa3blBaeT 3Ha4yeHue p[aTbl Ha MNepBoe WM MocrefHee 4Yucno Mecsua B COOTBETCTBUM CO
CPOKOM TOAHOCTM, YTBEpPXAEHHbIM HOPMATMBHOW [OKYMEHTauuen Ha JieKapCTBEHHbIN
npenapar.

TpeboBaHMs K NOCNeAOBaTeNbHOCTM  TPynn  AaHHbIX B CTPYKType CpeacTs
naeHTUdMKaumMm npeabsBNAKTCA K NepBOW rpynne JAaHHbIX, KOTopas Bceraa AoskKHa
pacrnofiarateCs B Hayane nocnefoBaTeNbHOCTM CpeacTBa WMAEHTUdMKAUMK, a Takxe K
TpeTbe W 4YeTBepTOM rpynnaM  JAaHHbIX, KOTOpble pacnofaratTcs B  KOHUe
nocnenoBaTeNlbHOCTU CpeacTBa UAEHTUdUKaLMN.

V]HD,MBMLI,yaJ'IbeIM Cele‘/’1HbIl7I HOMep TOpFOBOl71 eanHNUbl TEHEPUPYETCA C Y4ETOM
obecneyeHuns ero YHUKaAJIbHOCTWN AJ1d Ka>Xa0ro rnob6anbHoOro VILI,eHTMCbMKaLI,VIOHHOFO HOMepa
TOpFOBOﬁ €AnHNUbI B TEYEHME BCEIro CpoKa CbYHKLl,MOHVIpOBaHMFI CNCTEMbI MOHUTOPWHrAa.

FnobanbHbIN MAEHTUDUKALMOHHBIA HOMEp TOProBoW eAMHWUUbI U WHAUBUAYANbHbIN
CEepPUMNHbLIN HOMEp TOProBow egnHuULbl Ay6NMpyOTCS B BUAE YUNTAEMOro Ne4yaTHOro TekcTa.

lll. Mopsaaok nony4yeHUs KOQOB NPOBEPKU U FPYNNOBOro Koaa

6. [onyyeHne 3MUTEHTaMM CpPeAcTB WAeHTUdMKauMM OT onepaTopa CUCTEMbI
MOHUTOPUHIa KOAOB MPOBEPKWN OCYLLECTBASETCS C UCMOMb30BAHNEM YCTPOWCTB perncrpaumm
3MUCCUN.

7. DMUTEHT CpPeACTB MAeHTUdMKaUNK, 3aperncTpupoBaHHbIi B CUCTEME MOHUTOPUHra,
npeacrtaBnseTr onepaTtopy CUCTEMbl MOHUTOPWUHIA 3asBKY Ha MNOJlydYeHMe KOAOB MPOBEPKM.
3asgBKka HanpaBAseTca NOCpPeaAcTBOM WMCMOJSIb30BaHUA YCTPOMCTB perncrpauunm amMmccun. Mpu
5TOM B3auMMOAEeNCTBME YCTPOMUCTB perncrpauum smuccmm ¢ MHMOOPMaLMOHHbIMKM CUCTEMaMMU
SMUTEHTa CpeacTB naeHTUdUKaumMn oCyLecTBAseTcss C UCNoNb30BaHMeEM (POpPMATOB AaHHbIX,
pa3MellaeMblX OnepaTopoM CUCTEMbl MOHUTOPMHIa Ha odwuuvanbHOM cainTe onepaTopa
CUCTEMbl MOHUTOPUMHra B WHMOPMALMOHHO-TENEKOMMYHUKALMOHHON ceTun "WHTepHeT".
3asgBKa Ha nosydyeHne KoA0B MPOBEPKU COAEPXKUT:

a) cepuiHbIn rnobanbHbln MAEHTUPUKALUNOHHBIA HOMEp TOProBOM eAuHUUblI B Cry4yae
¢dopMUpOBaHUA WHAUBUAYANIBHOIO CEPUMHOIO HOMepa TOproBon eauHWLbl 3MUTEHTOM
CpeacTB naeHTudmKaumm;

6) rnobanbHbIn WAEHTUDUKALUMOHHBLIA HOMEP TOProBOW €AUMHULbI U KOJIMYECTBO
WHOMBUAYANIbHbIX CEPUMHBLIX HOMEpOB TOProBoM eAuMHMUbl B cnydyae OpMUpPOBaHUS
WHOMBUAYANIbHOMO  CEPUMHOr0 HOMepa TOProBoM  eAMHWLbl  OMepaTopoM  CUCTEMbI
MOHUTOPUHra.

8. Koabl NpoBepku NpucBanMBatlOTCA OMepaTopoM CUCTEMbI MOHUTOPUHIa ANS KaXAoro
CepuinHoro rnobanbHOro MAEHTMPUKaLMOHHOroO HOMepa TOProBoM eAMHULBbI.

OnepaTop CMCTEMbI MOHUTOPUHIA HEe Mo34Hee 2 YacoB C MOMEHTA MONyYeHUs 3a9BKN Ha
nosly4yeHmne KoAoB NPOBEPKU HAMNpaBNsieT SMUTEHTY CpeaACTB MAEHTU(PUKALMUM CMNCOK AAHHbIX
(cepuitHble rnobanbHble WMAEHTUDUKALMOHHLIE HOMEpa TOProBoM eaAnHuuUbl W KOoAbl
npoBepKkM) A9 MaApPKMPOBKM  YNAaKOBOK JIEKApPCTBEHHbIX MpenapaTtoB cpeacrBaMu



naeHTudmMKaumMm u perncTpmpyer Mx B CUCTEME MOHMTOPUHIA C MOMOLLbK YCTPOKCTBA
perncrpauum aMnmccum.

9. OnepaTop CUCTEMbl MOHUTOpMHra obecneymBaeT MoNyyYeHWe SMUTEHTaMU CPeacTB
naeHTUdUKauMm  KoaoB  MNMPOBEPKM  MOCPEACTBOM  OCHALLEHWS  3MUTEHTOB  CPeacTB
naeHTUdUKaUMM yCTPOMCTBaMM perncTpaunm 3MMccumn. YCTpPoOMCTBa perncrpauum 3MmMccum
NpefoCTaBNSAOTCS MYyTEM WX NepefayM 3MUTEHTaM CpPeacTB uaeHTUdukauum nmbo nyTtem
noslydyeHns MHMOPMALMOHHOMW CUCTEMOM 3MUTEHTA CPEeACTB MAEHTUdMKAUUM yaaneHHOro
[OCTyna K TakuMM ycTpoicTBaM. PelweHue o Bblbope crnocoba OCHalleHWs NpPUHMMAETCS
3MUTEHTOM CPeACTB MAeHTUdUKaumu.

OcHalleHne 3MUTEHTOB CPeaCTB MAEHTUdUKAUNM YCTPOMCTBAMN perncTpaumm 3MmMccum
OCYLLEeCTB/SIETCA OMepaTopoM CUCTEMbl MOHMUTOPWHra Ha 6e3Bo3Me3aHOlN OCHoBe. B uenax
TaKoro OCHalWEeHUs 3MUTEHT CPeacTB MAeHTUdMKaUMWM 3aK/4yaeT C OnepaTopoM CUCTEMb
MOHMUTOPWHIA [OroBOPbI, cogepXalwue B TOM 4MUC/Ee YCOBUS MpPeaoCTaB/ieHUs TaKoro
obopynoBaHUS U ero pernaMmeHTHoro obcnyxmBaHusa Ha 6e3B0O3Me34HOM OcHOoBe. TunoBas
¢dopMa Takux [AOroBOpoB YyTBEPXAAeTCS MWMHUCTEPCTBOM MPOMbILINAEHHOCTM W TOProBn
Poccuiickon ®enepauun.

MpenocTaBNeEHHOE 3MUTEHTY CPeACTB WAeHTUdMKaUUM  YCTPOMCTBO  permcrpaumu
3MUCCUUN MOANEXUT PErMCTPALIMN ONEPATOPOM CUCTEMbI MOHUTOPUHIA.

10. I'pynnoeBoin koA ¢OpPMMpPYeTCa Ha OCHOBAHUW MEXIOoCyAapCTBEHHOro CTaHaapTa
(FOCT ISO/IEC 15417-2013 "MHdOpPMaUNOHHbIE TEXHOMOMMN. TEXHONOMMM aBTOMATUYECKOM
naeHtTudumkaumm m cbopa pgaHHbiX. Cneunmdukaumsa CUMBOMMKKM WTpuxoBoro koaa Code
128"), KkoTopbli yTBEpXAeH rnpukazoMm @egepanbHOro areHTCTBa MO TEXHUYECKOMY
peryaMpoBaHnio N METPOJSIOTUN, N COAEPXKUT CreayoLWyo CTPYKTYPY AaHHbIX:

naeHtTndmnkatop npmmeHenumns (00);
CMMBOJ pacLIMpeEHNs rPynnoBoro Koaa;

pPEerncTpaumoHHbIin HoMep cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB, MOJTYUYEHHbIN
B MHMDOPMALUMOHHOM pecypce, obecneymBaloeM yYeT U XpaHEHUE AOCTOBEPHbIX AAHHbIX O
TOoBapax No COOTBETCTBYIOLLEN TOBApHON HOMEHKNATYPE;

MHANBUAYANbHbIA CEPUNHbBIA HOMEpP TOProBOM eAMHULbI;

KOHTpo/ibHass cyMMa (4ncCnio, BbIYUCNAEMOE NO CreunanbHOMy anroputmy U3
npeawecTByOWMX UMdp U cnyxalee AN rapaHTUN LEeNOCTHOCTU AaHHbIX).

CBefleHUsl, BKJIIOUYEHHbIE B FPynmnoBoOi Kohd, MOryT aybnvpoBaTbCs B BUAE YUTAEMOrO
neyaTHoOro TeKkcTa.

pynnoBoi KOA4 reHepupyeTcss U HAHOCUTCS Ha TPETUYHYK (TPaHCMOPTHYH) YNaKOBKY
NleKapCTBEHHOro npenapata 3SMUTEHTaMuM T[pPynnoBbiX KOAOB MeToZaMW redatu unu
3TUKETUPOBaHMA.

IV. NpaBuna cosnaHus, BBoAa B 3KCNIyaTauuio, 3KCnnyaTaumm
M BbiBOAA U3 IKCMyaTaLuun CUCTEMbI MOHUTOPUHra

11. Co3pgaHue, pa3BuTUE, BBOA B IKCMJyaTauumio, 3KCnayaTaumsa W BbIBOA U3
aKcnayaTauMm CUCTEMbl MOHUTOPMHIA OCYLLECTBSIOTCA OMepaTopoM CUCTEMbl MOHUTOPWUHIA
no corfacoBaHuto ¢ MuHUCTEPCTBOM 34paBooxpaHeHus Poccuinckon depepaumn un
depnepanbHOn cnyx6oih no Haa3opy B cdhepe 34paBOOXpPaHEHUS B COOTBETCTBUM C
TpeboBaHMAMUM K MNOpSAKY CO34aHusd, pa3BuMTUS, BBOAA B IKCMAyaTauuto, aKcnayatauun u
BblBOAA W3 3KCNJyaTaumum rocyAapcTBeHHbIX WHQOPMAUMOHHbBIX CUCTEM W AafibHenWero
XpaHeHus  cogepxawencas B Ux 6asax AaHHbIX  UWHGOpMauun,  yTBEepXAeHHbIMU
noctaHoeneHunem lpasutensctBa Poccuiickon ®epepaummn ot 6 uong 2015 r. N 676 "O
TpeboBaHMAX K NOpSAAKY CO34aHus, pa3BuUTWUSA, BBOAA B 3KCMayaTauuio, 3KCnayatauuu u



BblBOAA W3 3KCM/lyaTauMm rocyaapCTBEHHbIX WMHMOPMALMOHHLIX CUCTEM W AaflbHENLWIEro
XpaHeHus coaepxallencs B ux 6asax AaHHbIX MHpopMaumnm", n HacTosaWwmnM NonoxKeHMEM.

12. Co3zpaHue, pa3BUTHUE N SKCMNyaTaund CUCTEMbl MOHUTOPUHIA OCYLLECTBAAKOTCA Ha
OCHOBE!:

a) obecneyeHuMss  MNOSHOTbI, AOCTOBEPHOCTW, COXPAHHOCTU  MPUHMMAEMON W
nepegaBaeMo C  MUCMONb30BaHWMEM CUCTEMbl MOHWTOPUHra MWHQOpMauMmM, a Takxe
CBOEBPEMEHHOCTWN ee NpeaoCTaBNeHUS;

6) 6e3B03Me34HOCTM MNpefAoCTaBAeHMUs MPOM3BOANTENSIM JIeKApPCTBEHHbIX CpPeacTB
cogepallencs B CMCTEME MOHUTOPUHIa MHGOPMaUMn 0 CepusX M MapTUSaX JIEKAPCTBEHHbIX
npenapaTtoB, NPOU3BOAMMbBIX MMM N HaXOoASLWIMXCA B rpa)xaaHckom obopoTe B Poccuiickoi
depepaumnm;

B) €aANHCTBa OpraHn3aunMoHHO-METOANYECKOIO obecneyeHnss CUCTEMbI MOHUTOPWUHIa,

r) obecneyeHns MCNOMb30BaHUA €AUHbIX peecTpoB, KNaccmdnKkaTopoB U CNPaBOYHUKOB
CUCTEMbl MOHUTOPWHIA, B TOM u4ucnie obsA3aTenbHbIX AN MPUMEeHeHUs B MHMOPMALMOHHbIX
cucTemMax puanyeckux anu M UHAMBUAYanbHbIX NpeanpuHUMaTesnen, ykasaHHbIX B YyacTax 7
n 10 ctatbn 67 ®enepanbHOro 3akoHa "O6 obpalleHun nekapcTBEHHbIX cpeacTs”;

A) obecrneyeHus pernaMmeHTMpoBaHHONO AOCTYyNa K CUCTEME MOHUTOPUHra;
e) 6ecnepeboitHOCTM paboTbl CUCTEMbI MOHUTOPUHIA.

13. CucTteMa MOHUTOpPMHIa BBOAUTCA B aKCNyaTaumio pabouen rpynnoi, hbopMmnpyemor
onepaTtopoM CUCTEMbl MOHUTOpPWHra C Yy4yacTMeM npeacTaBuTenein 3anHTepeCcoBaHHbIX
denepanbHbiX OpraHoB UCMNOAHUTENBLHON BNacTU.

14. Cnctema MOHMUTOpPUHIa obecneymnBaeT:
a) NpoBEepKY AOCTOBEPHOCTM CpeacTB naeHTudmKauum;

6) NpOCNeXmBaeMOCTb ABUXEHUS JIEKAPCTBEHHbIX MpenapaToB OT MNpou3BoAUTENS
NTEKAPCTBEHHbIX CPEACTB A0 KOHEYHOro notpebutens;

B) 6nokmpoBaHue nNpuHATUS wuHdbOpMaumu, nNpeacTaBisSeMol B COOTBETCTBUM C
HacToAWwMM MosoxXeHnem B CUCTEMY MOHUTOPUHIA.

15. Cuctema MOHUTOPUHIA COAEPXKUT creayrLyo nHdbopmaumio:
a) ceeneHus o cybbekTax obpalleHnsa nekapCcTBEHHbIX CPeacCTB;
6) cBeaeHMs 0 NekapCTBEHHbIX NpenapaTtax n 06 nx obopore.

16. OCHOBHbIMN UCTOYHMKaAMMN MHOpPMaALUKN, coaepKallencss B CUMCTEME MOHUTOPUHra,
ABNSAKOTCS:

a) cybbekTbl 0bpalleHns nekapCcTBeHHbIX CPeacTB;

6) q)e,qepaanble OpraHbl WUCMONMHUTENBHOMN BacTu npun ocywecrtBiaeHnn umMm CBOUX
CbYHKU,VIﬁ C UCNOJZiIb30BaHMEM IroCcyaapCTBEHHbIX VIHCbOpMaLl,VIOHHbIX CUCTEM.

17. KoadpduumeHT [OCTYNMHOCTU CUCTEMbI MOHUTOPWUHIA COCTaBNsgeT He MeHee 99,5
npoueHTa 6e3 yyeTa 3annaHUpoOBaHHbLIX NepuoaoB 06CyXMUBAHUS.

TexHnyeckoe o6CcnyxnBaHMe CUCTEMbl MOHUTOPUMHIaA NPOBOAMTCS He Jalle 4 pas3 B roj,
nepmnoa TeXxHn4yeckoro obcnyxneaHus coctasnset He 6onee 24 4acos.

V. NMopsaok B3aumoaencTBUs CUCTEMbI MOHUTOPUHIa
C MHbIMU rocyAapCTBEHHbIMU MHOPMALMOHHLIMU CUCTEMAMMU
U UHPOPMALIMOHHBIMU CUCTEMaMU CYyGbLEKTOB OGpalleHus



JNNeKapCTBeHHbIX CpeacTB

18. Cwucrema MOHUTOPWUHIA B3aMMO,£I,el7ICTByeT Cco caneagywwmnmm VIHCbOpMaLI,MOHHbIMVI
cncreMmamu:

a) eAvHbIl peecTp NULEH3UI Ha NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB;

6) eauHbIN peecTp JUUEH3WA, B TOM 4UCNE JIMLUEH3UIW, BblAAHHbLIX OpraHammu
rocyaapcTtBeHHOM Bnactn cybbvektoB Poccumckon degepaumm B COOTBETCTBUM C NepeaaHHbIM
NOSTHOMOYMEM MO JIMLEH3MPOBAHUIO OTAE/bHbIX BWAOB AEATENbHOCTM B cdepe oxpaHbl
340pOBbS;

B) eauHas rocyaapcTBeHHas MHGopMaumMoHHas cuctemMa B chepe 34paBoOOXPaHEHUS ;
r) eANHbIN roCyapCTBEHHbIV PEeecTp opuandeckmnx nuu;
[l) €AMHbIN rocylapCTBEHHbIN peecTp UHAMBMAYANbHbIX NpeanpuHUMaTenei;

€) rocyaoapCTBEHHbIA peecTp aKKpeauToBaHHbIX dwuananos, NpeacTaBUTENLCTB
WHOCTPaHHbIX IOPUANYECKUX NNLL;

)X) aBTOMaTM3MpoBaHHasA MHPOpPMaUMOHHas cucteMa PenepanbHON cnyx6bl N0 HaA30py
B cepe 34paBOOXpPaHEHMS;

3) EAnHas aBToMatM3anpoBaHHas MH(POPMaLMOHHAs CUCTEMA TaMOXEHHbIX OPraHoB;
n) MHMOOPMaALMOHHbIE CUCTEMbI CY6BbEKTOB 06palleHMs IeKapCTBEHHbIX CPEeACTB.

19. CBepeHusa, nNpeacTaBfsieMble roCyAapCTBEHHbIMU MHMOPMALMOHHBIMK CUCTEMAMMU
(benepanbHbIX OpraHoB WCMOJHUTENbHOW BJACTM B CUCTEMY MOHWUTOPWHra, a Takxe
CBefleHWs, nepeaaBaeMble U3 CUCTEMbl MOHUTOPUHIA, NpUBeAEHbI B NpunoxeHum N 1.

20. B pamkax WHPOPMAUMOHHOro  B3aMMOAENCTBMS  CUCTEMA  MOHUTOPMUHra
ocyuwlectBnsieT obMeH CBeAEHUSIMWU C roCyAapCTBEHHbIMUM WMHMOPMALMOHHLIMU CUCTEMAMMU
3aMHTEpPEeCOBaHHbIX  (defepanbHbIX OpPraHoB  WCMNOJIHUTE/IbHOM  BAacTM WM OpraHoB
WCMONTHUTENBbHOM Bnactu cybbekToB Poccuiickon ®deagepaumu, B TOM 4uCAe MNOCPEACTBOM
MH@PACTPYKTypbl, obecneumBawlen MHOOPMALMOHHO-TEXHONOMMYECKOE B3aMMOAENCTBUE
MH(MOPMALIMOHHBIX CUCTEM, MWCMONb3YEMbIX AN NPeAOCTaBNEHNA [OCYAAPCTBEHHbLIX W
MYHULUUMANbHbLIX YCAYr WU WCMOJIHEHUS TOCYAAPCTBEHHbIX W MYHUUMNANbHbIX OYHKUUI B
3NEKTPOHHOI dopmMe.

CucteMa MOHMTOpPWUHIa MOAKIIOYAETCS K €eAMHOM CUCTeEMe MeXBeAOMCTBEHHOro
3/1IeKTPOHHOIrO B3aMMOAENCTBMS B COOTBETCTBMM C nocTaHoBneHneMm [lpaBuTenbcTBa
Poccuiickon depepaumn ot 8 ceHTabpa 2010 r. N 697 "O eauMHoOM cucrteme
MeXBeLOMCTBEHHOr0 3N1IeKTPOHHOIro B3aMMoaencTemsa" Ha 6e3Bo3mMe3HON OCHOBE.

21. BsauMmopencTBume CUCTEMbl MOHUTOPUHIFA C WHMOPMAUMOHHLIMW CUCTEMAMU
cybbekToB  ObpalweHus  NeKapCcTBEHHbIX  CpPeACTB  OCYLLeCTBASeTcs  NOoCpeAcTBOM
WHMOPMALUNOHHBIX 3MEKTPOHHbIX CEPBUCOB C MUCMONb30BAHMEM CTAaHAAPTHLIX MPOTOKOSIOB WU
MHTEepdencoB 3N1eKTPOHHOro B3aMMOAeNCTBuUS.

22. TexHuyeckume cTaHAapTbl W TpeboBaHUSA K TEXHOJOrMMYECKOM COBMECTUMOCTMU
CUCTEMbl MOHWUTOPUHra C WHMOPMALMOHHBIMM CUCTEMAMW, YKa3aHHbIMM B MyHKTe 18
HacTtoawero [lonoXxeHusi, YyCTaHaBAMBAOTCS OMepaTopoOM CUCTEMbl MOHUTOPUHIA B
COoOTBeTCTBMW C TpeboBaHMAMM 3aKoHopaTenbCcTBa Poccuiickon degepaunmm B cdepe
MHMOPMALMOHHBIX TEXHOJIOTMIA MO COr/lacoBaHMio C¢ MUHUCTEPCTBOM LM@POBOro pasBuTUS,
CBSI3M M MAcCCOBbIX KOMMYHUKauUn Poccuinckon deagepaunm n onepatopoMm MHGPOPMaLMOHHOMN
CUCTEMbI, C KOTOPOM OCYLLECTBNSETCA B3aUMOAENCTBUE.

VL. Nopsapok BHeceHUs MHhopmMaLUm O NIeKapCTBEeHHbIX
npenaparax B CUCTEMY MOHUTOPUHra cybbekTtammu obpalleHus



NNeKapCTBeHHbIX CpeacTB U ee coCcTtaB

23. BHeceHMe WHbOPMaUUM O NEKAPCTBEHHbLIX MpenapaTtax B CUCTEMY MOHUTOPUHra
Npou3BOAUTCS Cyb6bekTaMn obpalleHUs NTEKAPCTBEHHbLIX CPEACTB MOCNE MPOXOXAEHUS WMWK
perucTpauum B CUCTEME MOHUTOPUHIA WM MPeAOCTaB/EHUS UM NIMYHOTO KabuHeTa cybbekTa
obpalleHna nekapCTBEHHbIX CPeACTB.

Perncrpaums cyb6bekToB 06palleHns 1eKapCTBEHHbIX CPeACTB B CUCTEME MOHUTOPUHIA U
npefocTaBfieHne JNMYHOro KabuMHEeTa OCYLEeCTBISKTCA Ha OCHOBaHMWM  AOCTOBEPHbIX
CBeeHWN, NpeacTaBfeHHbIX cybbekTamu ob6palleHust NeKapCTBEHHbIX CPeACTB B CUCTEMY
MOHUTOPUHIA B 3/IEKTPOHHOM BWAE, W [OKYMEHTOB, npeacTaBnseMbix B ®deaepanbHyto
cnyx6y no Haa3opy B cepe 3apaBOOXPaHEHUS.

24. Ons OCyLleCcTBNEHNS perncrpaumm B CUCTEME MOHUTOPUHra cybbekTbl obpalueHus
NIeKapCTBEHHbLIX CpeacCTB - OpraHuM3aumu, nMpu3HaBaemble HaJIoroBbIMM  pe3ngeHTamu
Poccuinckon ®depgepaunmn, wvHOMBMAYaANbHble nMpeanpuHMMATENI W NpPeAcTaBUTENbCTBA
MHOCTPaHHbIX OpraHmsaumim Ha Tepputopum Poccunckon denepaunn, SBASOWMUXCS
aepxartensaMm  MnAM - BRagenbuamMu  perucTtpauuMoHHOro  yAOCTOBEPEHUS, BHOCSAT B
perncTpaumoHHyto opMy CUCTEMbl MOHWUTOPWHIA, pa3MeLLEeHHYI0 Ha oduuManbHOM caunTe
ornepatopa CWUCTEMbl MOHWUTOPWUHra B WHMOPMAUMOHHO-TE/IEKOMMYHUKALMOHHON  CeTu
"MHTepHeT", B 3/EeKTpPOHHOM BMAE CleayloWme CBeAeHUs, MoAMNUCaHHbIE YCUJIEHHOWM
KBanndUUNPOBaAHHOM 3N1EKTPOHHOM noAnncCbIo pykoBoauTens opraHmsauum
(NpeacTaBuTeNbCTBA MHOCTPAHHOM opraHusauMn Ha TeppuTopum Poccuiickon ®depepaumn)
W UHAMBUAYANIbHOIO NpeanpuHMMaTens:

M,D,eHTMCbMKaLI,MOHHbIﬁ HOMEp HajnoronnaTtenblnKa,

cBefeHns 0 Hanuuum nmbo ob OTCYTCTBUUN NMNLUEH3NUN Ha NMPON3BOACTBO JIEKAPCTBEHHbIX
CpeacTte, TMUEH3NUN Ha d)apMau,eBqueCKyro AEATENIbHOCTb (BKJ'I}OL-IaFI onToBYyHO N PO3HUYHYIO
TOProBJ1t0 IEKApPCTBEHHbIMU Cpeﬂ,CTBaMVI) n MMUeEH3nnM Ha MEANUNHCKYHO AEATEJIbHOCTb,

damunmsa, umsa, otdectso (NpM HanM4nmn) n TenedoH KOHTaKTHOro NMua;
aZlpec 31eKTPOHHOW MOYThI.

CybbekTbl ob6palleHnss feKapCTBEHHbIX CpeaCTB - OpraHuMsaumu, NpuU3HaBaeMble
HanoroBbiIMM pe3ugeHTamm Poccuinckonn deapepaunm, nHameuayasbHble npeanpuHMMaTenu,
HEe WMEKLWMe JNMLUEH3UMN Ha TMNPOU3BOACTBO JIEKAPCTBEHHbIX CpPeAaACTB, JIMUEH3UM Ha
dapMaueBTNUECKYO  AeATeNbHOCTb  (BKJOYass OMTOBYH WM PO3HUYHYIO  TOProBItO
NIeKapCTBEHHbIMM CpeaACTBAMU) U JIMLEH3UM HA MEAMLUMHCKYH AEeATENbHOCTb, a TakKXe
npeacTaBUTENbLCTBA WMHOCTPAHHbIX OpraHm3aumii Ha TeppuTopum Poccuiickon ®deaepauumu,
ABNALWMXCA AepXaTensaMm Wnn BNagenbuaMn PernucTpaumMoHHOro YAOCTOBEPEHUS U He
MMELWNX NIMUEH3MNM Ha MNPOU3BOACTBO JIEKAPCTBEHHbLIX CpeacCTB, JINUEH3MM  Ha
dapMaueBTNUECKYO  AeATeNbHOCTb  (BKJOYass OMTOBYK WM PO3HUYHYIO  TOProBitO
NleKapCTBEHHbIMU CpeacTBaMm) U JINLEH3MM Ha MEAMUMHCKYI0 AeATENbHOCTb, He no3gHee 10
KaneHAapHbIX AHEN C AaTbl BHECEHWUs CBeAEeHWI, npeayCMOTpPeHHbIX ab3auamu BTOPbIM -
NATbIM HACTOSIWLEro MNyHKTa, NMPeacTaBnsloT Takxe B PeaepanbHyto cnyxby no Haa3opy B
cepe 34paBOOXPaHEHUS 3asiBSIEHME O perucrtpauum B CUCTEME MOHUTOpUHra (panee -
3aaBfeHne) Ha ©O6yMmaxHoOM HocuTene no dopMme, yTBepXaaemMor MUMHUCTEPCTBOM
340paBooxpaHeHuns Poccuiickoin ®depgepaunn.

25. [ns ocywecTBieHNs perncTpaunm B CUCTEME MOHUTOPUHIA CybbekTbl obpalleHus
NIeKapCTBEHHbIX CpPeACTB - WMHOCTPAHHbIE OpraHuM3aunu, SBRASKOWMECS AepXaTenssMu Wnum
BNnagenbuaMm  perncTtpaumoHHOro  yAOCTOBEPEHUS, He TMpuU3HaBaeMble HaNoroBbiMU
pe3ngeHTamm Poccuiickon depepaumy M He MMeEKLWME MNpeacTaBUTENbCTB Ha TeppuTopumn
Poccuiickonn ®epepaunn, BHOCAT B pPerncTtpaunoHHyro ¢GoOpMy CUCTEMbl MOHWUTOPWHIA,
pa3sMelleHHylo Ha oduumanbHOM  calTe  onepaTtopa CUCTEMbl  MOHUTOPMHIa B
MHPDOPMALUNOHHO-TENEKOMMYHUKALUMOHHON  ceTn  "WHTepHeT", B 23NEKTPOHHOM Buae
cnegyrouime ceegeHns:

HanMeHOBaHWME AepXXaTena Uin Bnagesiblia permcTtpaumMoHHOro yaoCtoBepeHuna,



KoA4 HanoronaaTenblMKa B CTpaHe perncrpaunm;
KOoJ, CTpaHbl perncrpaumu;

damMununsa, nma, otT4ecTso (Npu Hanu4unm) u TenedoH KOHTAKTHOro Nnua;
aApec 3N1eKTPOHHOW NOYThbI.

YNOAHOMOYEHHbIE MpeacTaBuTenn cybbekToB obpalueHusl fieKapCcTBEHHbIX CpPeacTB -
WHOCTPaHHbIX OpraHusauni, ABMAOLLMXCS aepxarensmm nnm Bnagenbuamm
perucTpaumMoHHOro  yAOCTOBEpPEeHWUsl, He MNpuM3HABAEMbIX HasoroBbiMM  pe3niaeHTaMmu
Poccuinckon ®depepaunmm M He UMEKOWMX MpeacTaBuUTeNbCTB Ha Tepputopum Poccuinckom
depepaumn, He nosgHee 10 KaneHAapHbIX AHEN C p[aTbl BHECEHUS CBEAEHUN,
npeaycMOTpeHHbIX ab3auamuy BTOPbIM - WECTbIM HACTOSLWero NyHKTa, NpeacTtaBasioT TakxXe B
QefepanbHyto cnyxby no Haasopy B cdepe 34paBOOXPAHEHUS OpUTrMHasbl AOKYMEHTOB,
NOATBEPXKAALWNX MNpaBO NpeacTaBleHNs WMHTEPEeCcOB YKasaHHbiX CcybbekToB obpaleHus
neKapCcTBeHHbIX CPeAcTB, U 3asBrieHMe Ha 6yMaxHOM HocuTene no dbopme, yTBEPXKAEHHOM
MWHUCTEpPCTBOM 34paBooxpaHeHuns Poccuiickon depepaumu.

26. O6paboTka  npoBepka CBeAeHU, NpeacTaBnsieMblX B CUCTEMY MOHUTOPUHra Ans
peructpauum, nNpomM3BOAMTCA B aBTOMATUUYECKOM pexume, B TOM 4ucrie nocpeacTsoM
B3aMMOAENCTBUA C  WHbIMM  FOCYAApCTBEHHbIMKM  MHAMOPMALMOHHLIMM  CUCTEMaMU  C
NCNONb30BaHUEM e€AUHON CUCTEMblI MEXBEAOMCTBEHHOIMo 3/1eKTPOHHOIM0 B3avMOAEWCTBUSA, B
TeyeHne 14 pabounx AHeN c AaTbl Nodavun cybbekTamu obpalleHns fekapCTBEeHHbIX CpeacTB
CBeAeHW B CUCTEMY MOHUTOPUHTrA.

QGepepanbHas cnyxba no Haa3opy B Ccdepe 34paBOOXpaHeHUs paccMaTpusaeT
3asBNeHns, npeacTaBfieHHble B COOTBETCTBMM C ab3auem LWecCcTbiM MyHKTa 24 HacTosLwero
MonoxeHnsi, a TakXe 3as8BAE€HUS W OpUIrKMHanAbl AOKYMEHTOB, NpeaCTaB/ieHHble B
COOTBETCTBMWN C ab3aueM ceabMbIM MyHKTa 25 Hactosuwero MonoxeHus, B cpok He 6onee 5
pabounx AOHEN U nepepaeT WMHPOPMaUMUIO O pe3y/bTaTaX PacCMOTPEHUs 3asiBNEHUN W
OpPUTrMHANOB [AOKYMEHTOB B CUCTEMY MOHMUTOPMHra B TedyeHue 1 paboyero AHA CO AHS
NPUHATUA COOTBETCTBYIOLLEINO peLLUeHuns.

PeweHne o peructpaumm (06 oTkasze B peructpaumm) cybbekta obpaleHus
NleKapCTBEHHbIX CPEACTB B CMCTEME MOHUTOPUHIa npuHumaetcs dOenepanbHOW cnyxbok no
Haa3opy B cdepe 34paBoOOXpaHEHUS NOCPeACTBOM DYHKLUMOHANa CUCTEMbI MOHUTOPUHIa.

PeweHune o perncTtpaunm CY6'beKTa 06an.l,eHMFI NEeKapCTBEHHbIX CpeaCTB B CUCTEME
MOHUTOPUHIa NMPUHNMAETCA npu OTCYyTCTBUU pacxomp,eHMH Mexay MHCt)OpMaLlMeVI,
Hpe,D,YCMOTpeHHOVI 3asaBiaeHneM, n cBeaeHnamn, BHECEHHbIMU B CUCTEMY MOHUTOPUHIA (B
Cny4yasXx, Koraga 3asaB/ieHnd nogaBasiMCb B COOTBETCTBUU C absauamn LWecTbiM NyHKTa 24 v
CEAbMbIM MYHKTA 25 HacToswero nOﬂO)I(eHVIFI), M nNpum noarBepXAEHNN [OCTOBEPHOCTU
CBe,D,eHVIl\;I, BHECEHHbIX B CUCTEMY MOHUTOPWUHTIa.

27. CybbekTaMm obpalweHns nekapCTBEHHbIX CpeACTB OTKa3blBaeTCs B perncrpaumu B
CUCTEME MOHUTOPUHIA MO CAeaYyWUM NMpUYnNHaMm:

a) B OTHOLUEHWM MPOM3BOANTENEN NeKApPCTBEHHbIX CPEACTB Ha TeppuTopun Poccuinckom
defepaumn,  OCYLLECTBASAKOWMX  MNPOM3BOACTBEHHbIE  CcTagMnm  dacoBkm  (YNakoBKM)
NeKapCTBEHHbIX MpenapaTtoB BO BTOPUYHYK (NOTpebuTenbCKkyl) ynakoBky u (uan)
TPETUYHYIO (TPAHCNOPTHYIO) YNakoBKY (@ npu ee OTCYTCTBUW - B MEPBUYHYIO YMaKOBKY)
neKapCTBeHHbIX NpenapaTos:

HECOOTBETCTBME JaHHbIX Bfnajenbua KeBanunduumpoBaHHoro ceptudukata Kiwo4a
NpOBEpKM 3eKTPOHHON noanucu (Janee - KBanMUUMPOBAHHLIA cepTuduKaT) AaHHbIM
pyKoBOAUTENS OpraHuMsauum, a TakxXe OTCYyTCTBMe CBeAeHUA O KBannduuMpoBaHHOM
ceptudmkaTe, BblAAHHOM PYKOBOAUTESNIO OpraHu3aunm;

OTCyTCTBME CBEﬂ,eHMVI 0O 3aluncdax B ELI,VIHOM rocygapCrtBeHHOM peecTtpe hpnandeckmx
nu;



OTCYTCTBME CBEAEHUMN O AEUCTBYLOLWEN NUUEH3NM B EAMHOM peecTpe nMUEH3UI Ha
NMpoM3BOACTBO SIEKAPCTBEHHbIX CPEACTB;

6) B OTHOWEHUN p,ep>|<aTenel71 nnn BnagenbueB pPErMCTpaumMoHHOro yaoCctoBepeHUs (B
Cny4yae Korga J'IeKapCTBeHHbIﬁ npenapat npon3BoaAUTCA 3a nMNpeaeamm Poccuiickoim
(De,u,epau,mm), ABNAOWNMXCA OpraHnMdaunamn, npm3HaBae€eMbiMM HaANOroBbiIMU pe3nNAEHTaMU
Poccuiickoi CDe,qepau,MM nWin wunHamBuayasabHbIMU nOpeaAnpunHUMatTesMm U HE WUMMEWNUMU
NUEH3NNM Ha Nponu3BoACTBO JIEKAPCTBEHHbLIX CpeACTB, JMNUEH3NN Ha CbapMaLI,GBTVIL-IeCKYI'O
AEATENIbHOCTb (BKJ'HO‘-Iaﬂ OonToBYHO U PO3HUYHYKO TOProB/lO JIEKAPCTBEHHbLIMU CpEﬂ,CTBaMM) n
JNUEH3NN Ha MEANLUMNHCKYIO AEATENIbHOCTDb:

HECOOTBETCTBME JaHHbIX BRagenbua KBaMOULUMPOBAHHOTO cepTuduKaTa [AaHHbIM
PYKOBOAMTENS OpraHuMsauuv WavM  WHAMBUAYANbHOrO NpeanpuHUMaTensl, OoTCyTCTBUE
CBEAEHUA O KBanMMULUMPOBAHHOM cepTudukaTe, BblAAHHOM PYKOBOAUTEND OpraHM3auunu
N UHAMBUAYANbHOMY MpeanpuUHUMATENIO;

OTCYTCTBME CBeAEeHWI O 3anucsaXx B EAMHOM rocynapCTBEHHOM peecTpe Hpuanvyeckux
nny wnn EaAMHOM rocyfapCTBEHHOM peecTpe MHAMBUAYANbHbIX NpeanpuHUMaTenen;

HanMumMe pacxoXxaeHui Mexay WHdopMauuen, npeaycMOTPEHHOW 3asiBIEHUEM,
NpeAcTaBfeHHbIM B COOTBETCTBUM C ab3aueM LeCTbIM NyHKTa 24 HacTtoswero MonoXeHus, u
CBeAEeHWNSIMU, NPeaCTaBIEHHbIMU B CUCTEMY MOHUTOPUHTA;

B) B OTHOWEHMW MUHOCTPaHHbLIX OpraHuMs3auuin, gepxatenen wian Brajenbles
perucTpaumMoHHOro  yAOCTOBEpPEeHWUsl, He MpPU3HABAEMbIX HasoroBbiIMM  pe3nieHTaMu
Poccuiickon depepaunn U He MMeLWKMX NpeacTaBUTENbCTB Ha Tepputopum Poccuiickoi
denepaumn, - HaNMUNE pacxoxXaeHUn Mmexay nHdopmaumnen, NpeaycMoOTpeHHOM 3asBEeHNEM,
npeacTaBfieHHbIM B COOTBETCTBMM C ab3aueM ceabMbIiM NyHKTa 25 HacTosawero MNonoxeHus, u
CBeAleHUsIMU, NpeAcTaBNE€HHbIMU B CUCTEMY MOHUTOPWUHTA;

r) B OTHOWEHMW NpPeacTaBUTENbCTB WMHOCTPAHHbIX OpPraHu3auMin Ha TeppuTopumn
Poccuiickon depepaumn, SBASKOWMXCS AepXaTensaMu UAn BagaenbLaMnu perncTpaumoHHOro
YOOCTOBEPEHUS:

HECOOTBETCTBME AaHHbIX BNagesnbua KBannM@UUMPOBAHHOIO cepTudUKaTa AaHHbIM
pyKOBOAMTENS MpPeAcCTaBUMTENbCTBA, @ TakKXe OTCYTCTBME CBEAEHWUI O KBanuduumMpoBaHHOM
cepTudukaTte, BblAAHHOM PYKOBOAUTENIO NMPeACTaBUTENbCTBA;

OTCyTCTBME CBeAeHnin 0 3anucsax B rocygapCtBeHHOM peecTpe aKKpeaAnTOBaAHHbIX
CDMJ'IVIaJ'IOB, npeactaBnTENbCTB MHOCTPAHHBLIX OPpUANYECKUNX NnL,;

HanMume pacxoXxaeHun wMexay WHdopMauuen, npeaycMOTPEHHON 3asiBlIEHUEM,
npeacTaBfieHHbIM B COOTBETCTBMW C ab3aueM WwecTbiM NyHKTa 24 HacTosawero MonoxeHus, u
CBeAeHUsMM, nNpeacTaBNeHHbIMW B CUCTEMY MOHWUTOpPUHra (AN NpeacTaBUTENbCTB
MHOCTPaHHbIX OpraHmsaumim Ha Tepputopum Poccuinckon denepaunn, SBASOWMXCS
AepxaTtensaMmum wWauM  BragenbuaMmu  perncTpauuoHHOro YyAOCTOBEPEHUS UM HE UMerLwmX
NNLUEH3UM Ha MNPOU3BOACTBO JIEKApCTBEHHbIX CPEeACTB, JIMUEH3UM Ha dapMaueBTUYECKYIO
AesATeNbHOCTb (BK/AOYAs OMTOBYIO M PO3HWYHYKO TOProOB/IO IEKApPCTBEHHBIMU CPEeACTBaAMWU) U
NNLUEH3UN Ha MEAUNLMHCKYIO AEATENbHOCTD);

A) B OTHOLIEHMW OpraHmM3auun ONTOBOM TOProOBAM JieKApCTBEHHbIMKM MpenapaTamu,
OpraHusaumii  pO3HMYHOW TOProBAM  JIEKAPCTBEHHbLIMW  MpenapaTaMmu, MeaUMUMHCKUX
OpraHusauni n NHANBMAYanbHbIX NpeanpuHuMaTenei:

HECOOTBETCTBME AaHHbLIX BJlaAesibla KBaJ'IMCbVILI,MpOBaHHOFO CepTMd)MKaTa AAHHbIM
pyKoBOAUTENA OpraHmM3aunn, a TaKXe OTCyTCTBUE cBedeHunin o KBaJ'IMCbMLI,MpOBaHHOM
CepTMdDMKaTe, BblAdHHOM PYKOBOAUTENO OpraHn3auunmn,

OTCyTCTBME cBefeHui o 3anucax B EAMHOM rocygapCrtBeHHOM peecTpe hpnan4eckmx
iy mnn EgnHoMm rocyaapCrtBeHHOM peecTpe nHansmayasibHbIX npeﬂ.anHMMaTeneVl;



OTCYTCTBME CBeAEHUA O L[EeUCTBYOLWEN nuueH3nn B EAMHOM peecTpe NuueH3un Ha
MeaULUMHCKYIO U hapMaLeBTUYECKY0 AesaTeNbHOCTb.

28. Mo pe3ynbTaTaM perncrpaumm cybbekTa obpalleHUs NeKapCTBEHHbIX CPeacTB B
CUCTEME MOHWUTOPWMHIa W NPeaoCTaBfIEHUM eMy JINYHOrOo KabuHeTa Ha aApec 3/1eKTPOHHOW
MoYTbl, YKa3aHHbIXW NpU Mojaye CBEAEHMI, OMepaTopoM CUCTEMbl MOHUTOPMHra C
MCnonb3oBaHMeM ¢YHKUMOHANa CUCTEMbl MOHWUTOPUMHIA OTMNPABNSIETCS COOTBETCTBYHOLLEE
yBegomneHue. Mpu 3TOM NOBTOPHOE UCMOMb30BaHME OAHOIO M TOro e afpeca 3/1eKTPOHHOM
noYyTbl AN perncrpaumm  JIMYHbIX KaBWMHETOB  pasfnyHbiX Cy6bekToB  0b6palleHus
NeKapCTBEHHbIX NpernapaToB He A0MycKaeTcs.

29. Cybbekt obpalieHns neKapCTBEHHbIX CpeacTB, MOSIyYMBLUMA YyBeOAOMSEHME O
perucrpaumm B CUCTEME MOHUTOPUHIa, Npu akTMBaumm GyHKUMA IMYHOIO KabnHeTa BHOCUT B
CUCTEMY MOHUTOPWHIA NepeyeHb aApeCcoB MECT OCYLLECTBEHUs AeaTeNbHOCTU NyTeM Bbibopa
Takoro agpeca W3 agpecoB, YKasaHHbIX B JINLEH3USX Ha MPOU3BOACTBO JIEKAPCTBEHHbIX
CPeAacCTB, NLEH3USAX Ha (papMaLeBTUYECKYO0 AeATEeNbHOCTb (BK/HOUYAs ONTOBYH U PO3HUYHYIO
TOProB/It0 JIEKAPCTBEHHbIMW CPeaCTBaMM) M JIMLEH3USX Ha MEOULMHCKYH AedATeNbHOCTb, a
TakXe nepeyeHb agpecoB dapMaueBTUYECKUX CKIagoB (NMpU  HanMuyuMmM  yKasaHHbIX
NIMLEH3UI).

CybbekT o6palleHns nekapCTBEHHbIX CPeACTB - [AepxaTenb WM Blaaeneuy
PErncTpaUMoOHHOr0  yAOCTOBEPEHUS MNpPOU3BEAEHHOr0 BHe Tepputopum  Poccuiickoi
denepaumn nekapcTBEHHOro npenapata M (Man) ero nMpeactaBUTENbCTBO Ha TEppUTOpUMK
Poccuiickonn ®degepaunm, nonyymBlIMEe YBEOOMNIEHME O perucrpaumm B CUCTEME
MOHUTOPWUHIra, BHOCAT B CWUCTEMY MOHWUTOPMHIa MWHMOPMaAUMIO O MNPOU3BOACTBEHHbLIX
naowankax, OCYLWECTBASOWMX MNpPOU3BOACTBEHHYO  CTagumio  dacoBkm  (YNaKOBKM)
NIeKapCTBEHHbIX MpenapaToB BO BTOPUYHYIO (MOTPEOUTENBLCKYHD) YNAaKOBKY NEKApCTBEHHOIo
npenaparta (a Npu ee OTCYTCTBMM - B NEPBUYUYHYIO YNAKOBKY /1€KAPCTBEHHOrO npenapara) u
NpoM3BOACTBEHHYIO CTAAMIO BbIMyCKaloLWero KOHTPoOAs KavyecTsa.

30. Mepepnava ceBepneHun cybbekTamMm obpalleHus NeKapcTBEHHbIX CPeACTB B CUCTEMY
MOHUTOPUHIa OCYLLECTBAETCS Ha OCHoBe pa3paboTaHHbIX UMHPOPMaLMOHHbBIX 3NEKTPOHHbIX
CepBMCOB OMNepaTopoM CUCTEMbl MOHUTOPWUHIA C UCMONb30BAHMEM CTaHAAPTHbIX MPOTOKOMNOB
N MHTepdEeNCcoB 3/1eKTPOHHOIO B3aMMOAENCTBUS.

ABTOpM3aumns cybbekToB oObpaleHnss JNeKapCTBEHHbIX CPeACTB - OpraHu3auui,
Nnpu3HaBaeMbIX HaNoroBbiMM pe3mgeHTamm Poccuickon @depepaumun, WHAMBUAYANbHbBIX
npeanpuHuMaTtenein W nNpeacTaBUTENbCTB MHOCTPAHHbLIX OpraHuM3auuii Ha TeppuTopumn
Poccuinckon depepaunun, ABNAOWMXCS AepXaTensaMum Uau BnagenbuamMn perucTpauyMoHHOro
YAOCTOBEPEHUNS, B CUCTEME MOHWUTOPWMHIA OCYLLEeCTBASETCS MOCPeACTBOM WCMO/b30BaHUS
KBanndMUMpoOBaHHOIro cepTudukara.

ABTOpM3aumst cybbekToB 06palleHusi JeKapCTBEHHbIX CPeACTB - WHOCTPaHHbIX
OopraHusaumin, SBASIOWKXCS  AepXaTensMuM  WAM  BnaaenbuaMu  perucTpaunmoHHOro
YyOOCTOBEPEHUS, HE MPU3HABAEMbIX Ha/lOroBbIMKM pe3naeHTaMu Poccuiickoi depepauum n He
UMeLWNX NpeacTaBUTENLCTB Ha Tepputopum  Poccuinickont  depepaummn, B CUCTEME
MOHUTOPUHIA OCYLLECTBASIETCS MOCPEACTBOM  MCMOMb30BaHUA  MPOCTON  3/1EKTPOHHOW
noanucu.

31. CseageHusi, nepenaBaeMble B CUCTEMY MOHUTOPWUHra, dopMupytoTcs u
npeacTtaBnsitotcs B (GOpPME  3NEKTPOHHbIX  [JOKYMEHTOB, MOAMWUCAHHbLIX  YCUIEHHOM
KBaNndUUMPOBaAHHOM 3/1EKTPOHHOW NoAMNUCHIO, 3a NCKITIOYEHNEM cny4aes,
npefyCcMOTPeHHbIX ab3auamMn BTOPbIM - LWECTbIM HACTOSLLEro NyHKTa.

He nognucbiBaloTCA YCUAEHHOW KBann@MUMPOBAHHOM 3NEKTPOHHOM NOAMNMUCHIO:

CBEeEHNS O pPO3HUYHOWM TOProBJfiE JIEKAPCTBEHHbLIMM MpenapaTtaMu, nepenaBaeMble
cybbekTamm obpalleHns neKapCTBEHHbIX CPeACTB B 3J/IEKTPOHHOM ¢opMe B cocTaBe
durCKanbHbIX AOKYMEHTOB B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuitckon depepauumn o
NPUMEHEHNN KOHTPOSIbHO-KAaCCOBON TEXHUKMU;



CBeAeHMsT O BbIBOAE M3 060poTa JIEKAapCTBEHHbIX MNpenapaTtoB, NepeaaBaeMble
cybbekTamm obpalleHns neKapCTBEHHbIX CPEeACTB B 3/IEKTPOHHOM OpMe C MCMONb30BaHUEM
PErncTpaTopoB BbIObITUS MM KOHTPONbHO-KAaCCOBOM TEXHUKK (Npu oTNycke 6ecnnaTtHO uiau
CO CKMAKOM NeKapCTBEHHbIX NpenapaToB N0 peLenTy Ha NeKapCTBEHHbIE Npenaparthl);

CBefleHusi, nepepaBaeMble cybbekTamu o06palleHust JleKapCTBEHHbIX CpeacTB B
3/1eKTPOHHOW (popMe C UCMOSIb30BaHNEM YCTPOICTB perncTpaumnm sMmccunm;

CBeAeHUs, nepeflaBaeMble B COOTBETCTBUM C HACTOSALWMM [OIOXKEHNEM OPraHU3aUnsaMU -
cybbekTaMn o06palleHnss JIEKAPCTBEHHbIX CPeacCTB, He SABASAKLWUMUCS OpraHu3aumsMu,
NpuU3HaBaeMbIMW HANIOroBbIMU pe3naeHTamm Poccuinickont Geaepauniu.

32. lepepadya cBeAeHMA B CUCTEMY MOHUTOPUHIA OCYLLUECTBISETCS MOCpeacTBOM
HanpasseHns darnnos ¢opmaTa, COrnacoBaHHOro € MUWHUCTEPCTBOM 34paBOOXpaHeHUs
Poccuinckon ®depgepaumm M pasMeLLEHHOro OnepaTtopoM CUCTEMbl MOHUTOPMHIa B
MHPOPMALMOHHO-TENEKOMMYHUKALMOHHOM ceTn "NIHTepHET" Ha ero odununanbHOM canTe.

[Jaton npeacrtaBneHns CBeAEHMn B CUCTEMY MOHWUTOpPUHra cuuTaeTcs Aarta,
3apuKCcMpoBaHHas B KBUTAHUUM O npueme ceepeHun, dopMmupyemonr npum ux dukcaumm B
CucTemMe MOHUTOpPUHIra B hopMe 3NEKTPOHHOIo AOKYMEHTA.

MNpencrtaBneHne ceBefeHUM B CUCTEMY  MOHUTOpUHra cybbektoMm  obpaleHus
NeKapCcTBeHHbIX CpeaCTB MNpW OCYLLEeCTB/IEHUW ornepaunii C NekapcTBEHHbIM MpenapaTtoM
OCyLlecTBASeTCq NocnefoBaTenlbHO, 3@  WUCK/KOYEeHMeM  cfiydaeB, npeayCMOTPEeHHbIX
HacToawmMM lMonoxeHuneM. lMpu 3ToM cBeaeHUs o6 odepeAHOM onepauum C JieKapCTBEHHbIM
npenapaTtoM nepejalwTcs nMocsae nonyvyeHusa cybbekTamm obpalleHus JieKapCTBeHHbIX
CpeAacTB noaTBepxaeHus 06 ycnewHon o06paboTke CUCTEMOM MOHUTOPUHra CBeAEeHUn O
npeabiayLien onepaumn ¢ neKkapCcTBEHHbIM NpenapaToM.

33. Tlpn onucaHuMu  fneKapCTBEHHbIX MpenapaTtoB BHeCeHWe CBeaeHun B
MHPOPMALIMOHHBIA pecypc, obecneumBaloWMiA YYET U XpaHEHWE [AOCTOBEPHbIX AAHHbIX O
ToBapax MO COOTBETCTBYKOLWEN TOBapHOM HOMEHKNaType, U CUCTEMY MOHWUTOPUHIra
OCYLLEeCTBASETCS CneaywmMmn cybbektamm obpalleHuns ieKapCTBEeHHbIX CPeaCTB:

B C/ydae nNpoOW3BOACTBA JIEKAPCTBEHHbIX MpenapaToB B Poccuiickoin ®eaepaumn -

Npon3BoOAUTENSIMU NeKapCTBEHHbIX CpencTs, OCYLLEeCTBASIOLWNMM 3aBeplieHue
Npon3BOACTBEHHOM cTaammn dacoBkun (YNakoBKM) sieKapCTBEHHbIX rMpenapaToB BO BTOPUYHYIO
(noTpebuTenbCKy) YyMakoBKY JeKkapCTBEHHOro npenapata (a nNpu ee OTCYTCTBMM - B

NepBUYHYIO YMAKOBKY /1IeKapCTBEHHOro npenapaTa);

B C/lyyae npouM3BOACTBA@ JIeKapCTBEHHbIX MpenapaTtoB 3a npeaenamu TepputTopumn
Poccuitickon ®depepaunm (B Cllydyae WMHOCTPAHHOrO MPOW3BOACTBA) - AepXaTensaMu Unu
B/agenblaMn perucTpaumMoHHOro YyZAOCTOBEpeHMst M (MNKM) UX NpeacTaBuMTeNbCTBaMM Ha
TeppuTopumn Poccuinckon depepaumm UAM yrnosiHOMOYEHHbIMU NPeaCTaBUTENSIMU.

MNepedyeHb CBeaeHWn, NpeACTaBNsSiEMbIX MPU OMNUCAHUM JIEKAPCTBEHHLIX MNpenapaToB
cybbektamm  obpalleHuss  NeKapcTBEHHbIX CpeaACTB B MHMOPMAUMOHHBLIA  pecypc,
obecneunBaoWMn YYET U XpPaHEHME OOCTOBEPHbIX AAHHbLIX O TOBapax Mo COOTBETCTBYHOLLEN
TOBapHOW HOMeHKNAType, NpuBeaeH B npunoxeHmm N 2.

CybbekTbl 0bOpalleHns NeKapCTBEHHbIX CPeACTB, YKa3aHHble B ab3auax BTOPOM W
TPeTbEM HACTOSIWEro TMyHKTa, PEerucTpupyloT JieKapCTBEHHbIE rMpenapaTtbl B CUCTEME
MOHUTOPWUHIa Ha OCHOBAHUWN 3IEKTPOHHOW 3asiBKWN, COAEpPXKALLEN:

rno6anbHbI NAEHTUDUKALMOHHbBIM HOMEp TOProBOW eAUHULbI;

HOMEp perncTtpaunoHHoOro yaoctoBepeHna w AaTty Ppernctpaunn neKapCrtBeHHOro
npenapaTta B rocyaapCrBeHHOM peecTpe 1eKapCTBEHHbIX CPEACTB.

O6paboTka MoOSyYEeHHbIX CBEAEHUN OCYLLECTBNSETCS B aBTOMATUUYECKOM pEeXUMe NyTEM
dopMmnpoBaHUS 3anpoca Ha noay4vyeHue CBeAEeHUI O JIeKapCTBEHHOM npenapaTte M3 eauHoOU
rocyaapcTtBeHHOM MHMOPMaLMOHHOMN CUCTEMBbI B chepe 34paBooXpaHeHus n



MHPOPMALMOHHOIo pecypca, obecnedmBaroEro YYeT U XpaHEHME AOCTOBEPHbLIX AAHHLIX O
TOoBapax No COOTBETCTBYIOLLEN TOBAapHON HOMEHKAType.

34. CBepeHus, npeacraBnsemble cybbekTamu obpalleHus feKapCTBEHHbIX CPeacTB
CUCTEMY MOHWTOpPUHra npu BBOAE B O6OPOT NeKapCTBEHHbIX MpenapaToB, NpuBeaeHbI
npunoxeHumu N 3.

o @

CeBepeHus, npeacraBnsemble cybbekTaMn obpaleHnss nekapcTBEeHHbIX CpeacTB
CUCTEMY MOHUTOPWUHra nNpu BbiBOAE M3 060pOTa fleKapCTBEHHbIX npernapaTosB, NpuBeaeHbl
npunoxeHun N 4.

o @

35. B pamkax BBOAa B 060pOT NEKapCTBEHHbIX NpenapaToB Ha TeEppUTOpUM Poccuinckom
denepaumn, NponsBeaeHHbIX Ha Tepputopun Poccuiickoin ®epepaumun, CybbekT obpalleHus
NeKapCTBEHHbIX CPeAcTB, ocywecTsaswowmi  dacoBky (ynakoBKy) Ne€KapCTBEHHbIX
npenapaTtoB BO BTOPUYHYL (MNOTPEOUTENBLCKYIO) YMaKOBKY JIEKapCTBEHHOro npenaparta (B
c/lyyae ee OTCYTCTBMS - MEepPBUYHYIO YMNAKOBKY JieKapCTBEHHOro npenaparta), B TeyeHue 5
pabounx pgHeln C paTbl 3aBepLIeHMS MPOM3BOACTBEHHOW CcTagmu dacoBkm (YyMakoBKW)
neKapCTBEHHbIX MpernapaToB, HO A0 MpeacCTaBNeHUs CBeAEHUN O AalibHenWnX ornepaumsax C
TakMMW JfieKapCTBEeHHbIMWM MNpenapaTtaMu MNpeacTaBnseTr B CUCTEMY MOHUTOpPWHra cBeeHus,
npeaycMoTpeHHble NYHKTOM 1 npunoxeHnsa N 3 K HacTosaweMmy [onoXeHuo.

Mpw ocyulecTBneHMm oTbopa 06pasLOB IEKAPCTBEHHOrO npernapaTa B paMKax KOHTPOSIS
KauecTBa Npou3BeAEHHOro JIEKApPCTBEHHOrO MpenapaTa Cy6bekT 06palleHnUs NeKkapCTBEHHbIX
CpPeACTB, OCYLUECTBAAKOWMIA 0T60p 06pa3LoB NIeKAapCTBEHHOro npenapaTa, NpeacTaBniseT B
CUCTEMY MOHUTOPWUHIa CBeAEHWUsA, MNpeayCMOTPEHHble MyHKTOM 2 npuaoxenus N 4 K
HacTosleMy [onoXeHMo.

CybbekT obpalleHuss NeKapCTBEHHbIX CPeAcCTB, OCYLLECTBASIOWMUA MPOU3BOACTBEHHYIO
cTaguio dacoBku (ynakoBkn) NleKapCTBEHHbIX npenapaTos BO BTOPUYHYIO
(noTpebutenbCckyo) yNakoBKY JieKapCTBEHHOro npenapata (B cly4ae ee OTCyTCTBUSA -
NnepBUYHYKD YMNAKOBKY JIEKApPCTBEHHOro rnpenapaTa), B TedeHne 5 paboumx gHen c pathl
3aBepLlEeHNss MNPOU3BOACTBEHHOM  CTaAuM  BbIMNyCKalLWeEro KOHTPONs  KadectBa A0
npeacraBneHnss CBeAEHWA O JAanbHenWwumx onepaumsx C BBeAeHHbIMM B 060poT
NleKapCTBEHHbIMM  MpernapaTaMm MNpeacTaBnser B CUCTEMY MOHUTOPWUHIA CBeAeHus,
npeaycMOTPEHHbIe MyHKTOM 2 npunoxeHnsa N 3 kK HacTosiweMy MonoxeHuto.

36. B pamkax BBoga B 060pOT sleKapCTBEHHbIX NpenapaToB Ha TeppuTopun Poccuiickon
defepaumn, NpomsBeAeHHbIX 3a npenenamu Tepputopumn Poccuiickoin ®degepaunn, cybbekT
obpaleHns NeKapCTBEHHbIX CpPeAcTB, SABAAWOWMWMACS AepXxaTeneMm wan  BlajenbleMm
perncTpaumMoHHOro yaoCTOBEPEHUs, UIn NpeacTaBUTeNbCTBO MHOCTPAHHOM opraHusaummn Ha
Tepputopum Poccuiickon ®epepauuvn, SABASAIOWENCS aAepXaTeneM WM BfadeNbLeM
perncTpaumMoHHOro yaocTtoBepeHusi, B TedeHue 20 paboumx AHer c gatbl 3aBeplleHus
NpOW3BOACTBEHHOM CTaAMM BbiMyCKaloLWEro KOHTPOAs KayecTBa A0 NpeAcCTaB/ieHUs CBeAeHUN
0 JdanbHelWwux onepaumsix C TakKuMu NeKapCTBEHHbIMW rMpenapaTtamum npeacraBisieTr B
CNCTEMY MOHUTOPUHIa CBeAEeHUS, NpeayCMOTPEeHHble MyHKTOM 3 npuioxeHumsa N 3 K
HacTosaweMy MoNoXeHUto.

37. B pamMkax BBO3a NnekapCTBeHHbIX npenapaTtoB B Poccuiickyo depepauuto cybbekT
obpalieHns nNekapcTBEHHbIX CpeAcTB, SABAAWMWMACA AepxaTeneMm wan  BRajenbuem
perucTpaumMoHHOro yaoCTOBEPEHUs, WIn NpeacTaBUTeNbCTBO MHOCTPAHHOM opraHusaumn Ha
Tepputopun Poccuiickonn depgepauun, ABAAOWENCS AepxaTeneM uau  BnagenbueM
perucTpaumMoHHOro YyaoCTOBepeHus, B TedyeHne 45 paboumx pgHel ¢ patbl OTrpy3Ku
neKapcTBeHHbIX MpenapatoB B Poccuiickyto degepaunio A0 [OCTAaBKU NeKapCTBEHHbIX
npenapaTtoB B MecTo NpubbiTa Ha Tepputopuu Poccuiickoin depepauum n npeacraBneHus
CBeJeHU O JdanbHenwux onepaumax C TakuMuU  fleKapCTBEHHbIMWM  MpenapaTtamu
npeacrtaBnsger B CUCTEMY MOHWUTOPWUHIa CBeAeHus, npeayCMOTPeHHble NyHKTOM 4
npunoxeHusa N 3 K HacTosweMy [of1IoXKeHMUIO.

CybbeKkT obpalleHnss NeKapCTBEHHbIX CPEeACTB, OCYLLECTBAAIOWMN BBO3 SIEKAPCTBEHHbIX
npenapatoB B Poccuiickyto depepaumnto, B TedeHne 5 paboumx pgHeln C AgaTbl AOCTaBKM
JIEKapCTBEHHbIX MpernapaTtoB B MECTO NpubbLITUS Ha TeppuTopun Poccuinckoin deaepaumm Ao



NnpeacTaBNEHUS CBEAEHUI O MPUHATUN pPELIEHUS TaMOXEHHbIMM OpraHamm O BbIMyCcKe
NIeKapCTBEHHbLIX MpenapaToB Ass8 BHYTpeHHero notpebneHumss npeacrtaBnseT B CUCTEMY
MOHUTOPWHIra CcBeAeHWUs, npeayCcMOTpeHHble MYHKTOM 5 npunoxeHna N 3 K HacTodwemy
NonoxxeHuto.

I'Ile coBepEHNN TaMOXEHHbIX onepau,m7| npn TaMOXEHHOM AeKnapupoBaHnn U
noMeweHnn nekKapCTBeEHHbLIX MpenapaTtoB Mo TaMOXEHHYIO npoueaypy BbinyCKka Ans
BHYTPEHHEIO I'IOTDEGJ'IGHVIH TaMOXEHHbIN opraH:

3anpawmnBaeT B CUCTEME MOHUTOPWUHIA CBEAEHUS O CEPUMHOM r106anbHOM
MOEHTUDMKAUMOHHOM HOMepe TOProBOW eAMHMUbI WX  TPYynrnoBOM KoAe rpyrnnoBomn
YyMakoBKMW, B KOTOPOM HaxoAMTCS TaKOM JNeKapCTBEHHbIN npenapaT (B ciay4yae BBO3a
rpyrnmnoBOM YMakoBKM LESIMKOM), ANS OCYLWECTBNIEHUS CBEPKW C AAHHbIMWU, YKa3aHHbIMU B
AeKnapaumm Ha neKkapCTBEHHbIM npenapar;

nepefaeT B CUCTEMY MOHUTOPWUHIa AaHHble O BbiNyCKe ANS BHYTPEHHero notpebneHus
NeKapCTBEHHbIX NMpenapaTos.

MNpu BHECEHUN U3MEHEHUI B CBEAEHMUS, YKa3aHHble B AeKNapauuu Ha JIEKApPCTBEHHbIN
npenapaT, B TeueHue 5 paboumx AHEN MNOCNe BbINyCKa ANA BHYTPEHHero notpebneHus
NIEKAPCTBEHHOro npenapaTta TaMOXEHHbIi opraH mnepeaaeT B CUCTEMY MOHUTOPUHTra
CKOPPEKTUPOBAHHbIE IaHHbIE O JIEKAPCTBEHHOM MNpenaparTe.

Mpn ocywecTtBneHnn oT60poB 06pas3uoB NeKapCTBEHHbIX MpenapaTtoB B 30He
TAMOXXEHHOIro0 KOHTPOJIA B LensAX NOATBEPXAEHNS COOTBETCTBUSA JIEKAPCTBEHHbLIX NpernapaTtos
cybbekT obpalleHuna nekapcTBEHHbIX CpeAcTB, OCYLWECTBASKWNIA BBO3 JIeKApPCTBEHHbIX
npenapatoB B Poccuitckyto ®depepaunio, npeacraBnseTr B CUCTEMY MOHUTOPUHra cCBeAeHus,
npeaycMOTpeHHble MYHKTOM 2 npunoxeHnsa N 4 K HacTodweMmy [10N10XeHMUI0.

Mpwn nepenade npaB CO6CTBEHHOCTU B 30HE TAMOXXEHHOrO0 KOHTPONS Ha NIEKAapCTBEHHbIe
npenapartbl, MOMELLEHHble MNOA TaMOXEHHYK Mpoueaypy TaMOXEHHOro cknaga, cybbekTt
obpaleHns nekapCTBeHHbIX CPEeACTB, OCYLLECTB/SAIOWMA BBO3 JIEKAPCTBEHHbIX NMpenapaToB B
Poccuiickyto ®enepaunto, B TeueHme 5 pabounx aHen c gatbl 0HOOPMIIEHNS COOTBETCTBYHOLLIMX
OOKYMEHTOB O nepejaye npaBa CcOO6CTBEHHOCTM Ha JieKapCTBEHHble npenapaTtbl A0
NnpeacTaBfeHUs CBEAEHWUIM O JaNbHEenWwMX onepaumsax C NeKapCTBEHHbIMW MpenapaTtamu
npeacTtaBnsieT B CUCTEMY MOHUTOPWHIa CBEAEHWUS, MNpPeAyCMOTPEHHble MNYHKTOM 6
npunoxeHma N 3 K HacToswemy MonoXeHUIo.

Mpu 3TOM Cy6beKT o6palleHnss NeKapCTBEHHbIX CPEACTB, KOTOPOMY OCYLLIECTB/IEHA
nepeaada npaB COOBCTBEHHOCTM Ha JNIeKapCTBEHHbIM npenapaT, MOMELIEHHbIN noAa
TaMOXEeHHYI0 Mpoueaypy TaMOXEHHOr0 cKnaga, B TeyeHMe 5 pabouux nOHen c aaTthl
oopMNIEHNS COOTBETCTBYHWOLIMX [AOKYMEHTOB O Mepedaye npaBa CO6CTBEHHOCTM Ha
NIEKAPCTBEHHbIN NpenapaT U perncrtpaumm B CUCTEME MOHUTOPUHIA CBEAEHWUI O NepefaHHbIX
NIEKAPCTBEHHbIX Mpenapatax [0 NpeacTaBfeHUs CBEAEHWI O AaNbHEWWMX onepauuax C
NIEKAPCTBEHHbIMU MpenapaTtaMy NOATBEPXAAET [OCTOBEPHOCTb CBEAEHUN, COAEPXALLUXCSA B
CUCTEME MOHWUTOPUHIA, O NPUHUMAEMbIX JIEKAPCTBEHHbIX Mpenapatax nyTeM npeacTtaBieHus
CBEAEHUA B CUCTEMY MOHUTOPWUHIa, NPeayCMOTPEHHbIX MYHKTOM 7 npunoxenus N 3 K
HacTosLEMY [MOIOXEHMIO.

Mpwn nepemMeleHnn NeKapCTBEHHbIX MpenapaToB MeXxay 30HaMW TaMOXXEHHOro KOHTPOs
cybbekT obpalleHnss NeKapCTBEHHbIX CpeAcTB, OCYLWECTBASKOWNIA BBO3 JIEKAPCTBEHHbIX
npenapaTtoB B Poccuiickyo degepaumnto, nnm cybbekt obpalleHmns nekapCTBEHHbIX CPeacTs,
KOTOPOMY OCYyLUeCTB/ieHa nepefada npaB COOCTBEHHOCTM Ha JieKapCTBEHHbIM npenapar,
MOMELLEHHbIN Mo TaMOXEHHYK npoueaypy TaMOXEHHOro cknaga, B TedyeHue 5 paboumx
AHeN C aaTbl TaKoro nepemMeLleHms 40 NpeacTaB/ieHMs CBeAeHU O AalbHENLWnX onepaumsx
C JIeKapCTBEHHbIM MpenapaTtoM MpeacTaBniseT B CUCTEMY MOHUTOPUHIa CBeAEHMUS,
npeaycMoTpeHHble MyHKTOM 8 npunoxeHna N 3 kK HacTosweMy MonoxeHuto.

CybbekT obpalleHns NeKkapCTBEHHbIX CPEeACTB, OCYLLECTBASAOWMIM BBO3 NNIEKAPCTBEHHbIX
npenapatoB B Poccuinckyto depepaumnto, B TeyeHne 5 paboumx gHen € gaTtbl pelleHus o
BblIMYCKe JIEKApPCTBEHHbIX MNpenapaTtoB A/9 BHYTPEHHEro noTpebneHus, mnpuHATOro



TaMOXEHHbIMW OpraHamMu, A0 NpPeACTaBNeHUs CBeAEHUIA O JanbHeWWwux onepaumsx c
NIeKapCTBEHHbIMW  MpernapaTtaMu nNpeacTaBnseT B CUCTEMY MOHUTOPWHIa CBeAeHus,
npeayCcMOTpeHHbIe NYHKTOM 9 npunoxeHusa N 3 K HacTosweMy MonoxeHuo.

Mpn nepemelweHnn NeKapCcTBEHHbLIX MNpenapaTtoB M3 30Hbl TAMOXXEHHOro KOHTPOJIA
cybbekT obpalleHns neKapCTBEHHbIX CPeacTB, OCYLLECTBASAWNMA BBO3 JIeKapCTBEHHbIX
npenapatoB B Poccuinckyto ®enepaumio, mnm cybbekT obpalleHmns nekapCTBEHHbIX CPeacTs,
KOTOPOMY OCYyLleCTB/ieHa nepegada npaB COBCTBEHHOCTU Ha JieKapCTBEHHbIE MpenapaThl,
MOMECTUBLLUMA JfleKapCTBEHHble npenapaTbl MNOo4 TaMOXEHHYK rMpoueaypy TaMOXXeHHOro
Ccknaga, B TeyeHume 5 paboumx pHen C gaTbl NPUEMKM JNleKApCTBEHHbLIX MpenapaToB Ha
dapmaueBTUYECKUNIA CKMah M 3aBeplleHUMs TaMOXEHHOW npoueaypbl BbiycKka ToBapa Ans
BHYTpeHHero notpebneHms (MM C paTtbl peleHns O BbiMyCKe JieKapCTBEHHbIX MpenapaToB
AN BHYTpeHHero notpebneHus, MNPUHATOro TaMOXEeHHbIMW opraHamum, nNpu MNpPUMEHEHUMU
npoueaypbl YCMOBHOIMO BbllyCKa TOBapoB) A0 MpeAcCTaBNeHUs CBeAEeHUMA O AaNbHenwwunx
onepaumsax C JieKapCTBEHHbIMW MpenapaTtamMu npeacraBnsseT B CUCTEMY MOHUTOPUHra
cBefeHuns, npeaycMoTpeHHble nyHkToM 10 npunoxeHus N 3 kK HacTosaweMmy MonoxeHuto.

38. B paMkax BBO3a JlIeKapCTBEHHbIX npernapatoB B Poccuiickyto depepaunio w3
rocygapctB - 4aeHoB EBpasuMiCKOro 3KOHOMWMYECKOro cok3a cybbekT obpalleHus
NIEKApPCTBEHHbLIX CPEACTB, SBASIOWMWMACS AepXaTeneM Wan BnadenbLeM perncrpaumoHHOro
YAOCTOBEPEHUSA, WM NpPeaAcTaBUTENbCTBO WMHOCTPAHHOW OpraHM3aumuM Ha TeppuTopumn
Poccuiickonn depepauun, SBASOWENCS AepXaTeNeM WM BNagesbUEM pPermcTpaunmoHHOro
YAOCTOBEPEHUSA, B TeYeHne 5 paboumx AHEN C AaTbl OTFPY3KKM JIEKAPCTBEHHbIX NMpPenapaToB B
Poccuiickyto deaepaunto A0 NpeacTaBieHUs CBEAEHUIA O AaZIbHENLWMX ornepaumsax ¢ TakKMMu
NIeKapCTBEHHbIMKM MpenapaTaMn MpeacTtaBnsieT B CUCTEMY MOHWUTOPMHIA CBeAeHus,
npeaycMOTpPeHHbIe MYHKTOM 11 npunoxeHna N 3 K HacTosweMy MooxXeHUo.

CybbekT obpaweHnss neKapCTBEHHbIX CpPeAcTB, OCYLLECTBAAWMIA MNPUEMKY Ha
dapmMaueBTUUYECKUIA CKNah JIeKapCTBEHHbIX MpenapaTtoB MNpu BBO3e B POCCUMICKYHO
denepaumio M3 rocygapcrts - 4neHoB EBpa3smMiiCKOro sKOHOMMYECKOro COK3a, B TeveHune 5
pabounx gHew C gaTbl NPUEMKN NEeKapCTBEHHbLIX NpenapaToB A0 NpeAcTaB/eHUs CBEAEHUN O
AanbHENWNX onepaumax C TaKMMU NeKapCTBEHHbIMM NpernapaTtamMmu NpeacTtaBisieT B CUCTEMY
MOHUTOPUHIra cBefeHus, NpefyCcMOTpeHHble NYHKTOM 12 npunoxeHua N 3 K HacTodwemy
MonoxeHwuto.

Mpu ocywectsneHnn BBoAa B 060pOT NEeKapCTBEHHbIX MNpernapaTtoB Ha Tepputopuu
Poccuiickonn ®egepaumm B paMKax BBO3a JIEKAPCTBEHHbIX MpenapaTtoB B POCCUNCKYHO
depepaumio U3 rocyaapcrts - 4neHoB EBpasMMCKOro 3KOHOMMYECKOro cow3a CybbekT
obpalweHnsa neKapCTBEHHbIX CpPeaCTB, OCYLLECTBASOWMNA NpuemMKy Ha dapMaueBTUYeCcKui
CKnaj nekapCTBeHHbIX npernapaTtoB, B TedyeHuMe 5 pabounmx AHen C AaTbl MNOAYyYeHMS
AOOKYMEHTOB O MOATBEPXAEHWM COOTBETCTBMSA NPOAYKUMM A0 MpeacTaBNeHus CBeAEHUA O
JanbHENLNX onepaumax C TaKUMKU NeKapCTBEHHbIMW NpernapaTtamMu NpeacTaBiseT B CUCTEMY
MOHUTOPUHIra CBeAeHUs, NpeaycMOTpeHHble NYHKTOM 13 npunoxeHns N 3 K HacToswemy
MonoxeHwuto.

39. CBepeHus, npepcraBfsieMble cybbekTamm obpalleHuss NeKapCTBEHHbIX CPeacTB B
CNCTEMY MOHUTOPWHIA NMPU OCYLECTBEHNM onepauuin C rpynnoBOM YNakOBKOW, NMpuUBeAeHbl
B npunoxeHun N 5.

40. MNpyX OCYLLECTB/IEHUN arpernpoBaHnsa cybbekT obpalleHnss NeKapCTBEHHbIX CPeacTB
HAHOCUT Ha TPEeTUYHY (TPAHCMOPTHYIO) YMNAaKOBKY JIEKAPCTBEHHOrO MpenapaTta rpynnoBoW
KOA W MNpeAcTaBNsSieT B CUCTEMY MOHUTOPUHIA CBEAEHUS, MPEAYCMOTPEHHbIE MYHKTOM 1
npunoxeHns N 5 K HacTosweMy MoNoXeHUo, A0 NPeACTaBNeHUs CBeAeHMI O AanbHenLWwnx
ornepaumsax C TakKMM JIeKapCTBEHHbIM MpenapaToM.

41. MNpwn pachopMMpoBaHUN TPETUYHOM (TPAHCNOPTHOM) YMNAKOBKWM NleKapCTBEHHOIro
npenaparta, U3bATUU JIeEKapCTBEHHbIX NpenapaTtoB M3 TPETUYHOM (TPAHCMOPTHOW) YMNaKOBKM
NleKapCTBEHHOro rnpenapaTa, AOMOJIHUTENIbHOM BJIOXEHMU JIeKapCTBEHHbIX MNpenapaTtoB B
TpeTuYHyto (TPaHCMOPTHYIO) YMakKOBKY JIEKAPCTBEHHOro npenapaTta cybbekT obpalleHus
NIeKapCTBEHHbIX CpeACTB ANS JIEKAapCTBEHHbIX MpenapaToB, HaXoASWMXCS Ha TeppuTopumn



Poccuinckon ®epepaunmn, B TeyeHne 5 paboumx gHen mnm aAns nekapcTBEHHbIX MpernapaTos,
HaxXxo4saWMXCSa 3a npegenamm tepputopmmn Poccuinckon depepaumun, B TedeHue 20 paboumx
AHeWN C AaTbl COOTBETCTBYIOLWEN onepaunn C nekapCTBEeHHbIMU npenapaTtaMmm nnm TpeTU4YHoM
(TpaHCNOpTHOWN) YNAaKOBKOW fleKapCTBEHHOro npenapaTa, HO A0 NpeAcTaBfieHns CBeAEeHUN O
JanbHenwmnx onepaumsax C TakUMMW NleKapCTBEHHbIMW nNpenapataMuM WM TpeTU4YHOM
(TpaHCNOpPTHOW) YMNAKOBKOW JfeKapCTBEHHOro npenaparta, nMpeacCTaBfsioT B CUCTEMY
MOHUTOPWUHIa CBEAEeHMUs, NpeayCMOTPEeHHbIe NyHKTamMun 2 - 4 npunoxeHnsa N 5 Kk HacToswemy
MonoxeHwuto.

42. CeepeHuns, npeacrasnsgeMble cybbektamn obpalleHus feKapcTBEHHbIX CpeacTB B
CUCTEMY MOHWUTOpUHra npum o060poTe U BHYTPEHHEM nepeMeweHnn feKapCTBEHHbIX
rnpenapaTtos, NpuBeneHbl B rnpuioxeHnn N 6.

43. CybbekT obpalleHust fieKapCTBEHHbIX CPeACTB, OCYLWECTBASKLWMA NeEpEMELLEHNE
NeKapCTBEHHbIX MpenapaToB Mexay aapecaMn MecCcT OCYLLEeCTB/EHUS AesATeNIbHOCTU COracHo
nnueHsum (C y4yeToM TakKuMX BWAOB AEATENIbHOCTU, KaK MNpOM3BOACTBO JIEKAPCTBEHHbIX
cpeacts un dapmaueBTMyeckas AesTenbHoCcTb) U (Mnn) dapMmaueBTMYECKUMK CKagamMu, B
TeyeHme 5 paboumx AHeN C paKTUUYECKOW AaTbl NEPEMELLEHUS NEKAPCTBEHHbLIX MpenapaTtoB
0O npeacTaBNeHns CBeAeHMI O JasbHerwmx onepaumsix C TakuMMKU  fleKapCTBEHHbIMMU
npenapatamm NpeacTtaBfsieT B CUCTEMY MOHUTOPUHIa CBeAeHMUsl, NPeaAyCMOTPEHHbIE MYHKTOM
1 npunoxennsa N 6 K HacTosaLwemy MoNoXeHUIo.

44, Tlpn nepepaye neKapCTBEHHbIX TrMpenapaTtoB Mexay cybbektamm obpalleHuns
NIeKapCTBEHHbLIX CPeACTB AOMNYCKAEeTCa MnpeacTaBNeHne CBeAEHUM B CUCTEMY MOHUTOPUHra

cybbekToM  obpalleHuss  NIeKapCTBEHHbIX  CpPeacTB,  OCYLLEeCTBASOWMM  nepeaady
NeKapCTBEHHbIX MNpenapaToB (Aanee - NpsiMOM MNOPSAOK NPeACTaBleHUs CBeaeHWuit), wunu
cybbekToM  obpalleHnss  NIeKApCTBEHHbIX  CPeAcTB, OCYLLECTBASIOWMM npueMKky

NEeKapCTBEHHbIX NMpenapaTtoB (p,anee - 06paTHbIl>’I nopsAaaoK npeactaB1€HUA CBeﬂ,eHMM).

PeweHne o Bbl60pe npaAMoOro nopsdaaka npeacraBieHnd cBefeHnin nnbo O6paTHOFO
nopsaaka npeacraBieHUA cBefeHuni NMPUHNMAETCA CYG'beKTaMVI 06pau.|.eHV|;| NeKapCTBEHHbIX
cpeacTtB, NpeaAcCTaBAAWNMMU TakKne cBegeHnsa, CaMOCTOATENTbHO.

B cnyuyae Bbibopa npaMoro nopsiaka npeacraBneHums ceedeHuin cybbekT obpalueHus
NleKapCTBEHHbIX CPEACTB, OCYLLUECTBASIOWNIA Nepeaavy JieKkapCTBEHHbIX NpenapaTtos ApyromMy
cybbekTy o06paweHns NeKapCTBEHHbIX CpeacTB B paMKaxX IpaXXAaHCKO-MpaBOBbIX
OTHOLLUEHW, B TeyeHme 5 paboumx agHen c daKTUYECKOor AaTbl OTFPY3KU NIEKAPCTBEHHbIX
npenapaTtoB NpeAcTaB/seT B CUCTEMY MOHUTOPUHIA CBEAEHUSA, NMPEeAYCMOTPEHHbIE MYHKTOM 2
npunoxeHns N 6 K HacTosawweMy [MonoXeHuto.

Mpn 3ToM cybbekT obpalleHus NeKapCTBEHHbLIX CPeACTB, OCYLWECTBASKOWNIA MPUEMKY
neKapCcTBeHHbIX npenapaToB OT Apyroro cybvekta obpalleHus NnekapCTBEHHbIX CPeAacTB B
paMKax rpaXAaHCKO-MpPaBOBbIX OTHOLWEHWN, B TeyeHume 5 paboumx gHen C AaTbl MPUEMKMU
neKapCcTBeHHbIX npenapatoB W perucrpauum B CUCTEME MOHUTOpUHIa cBeaeHunin 06
OTIPY>XEeHHbIX NeKapCTBEeHHbIX npenapatax A0 MNpeacTaB/ieHuMsa CBeAeHUN O AafibHEeMLWnx
onepauusax C TakKuMKM JfeKapCTBEeHHbIMM npenapataMm noaTeepXaaeT AOCTOBEPHOCTb
CBeAeHWUI, coaepXKalnxca B CUCTeMe MOHUTOpPWHra, NyTeM npencTtaBNeHUs CBeAeHWuln B
CUCTEMY MOHWUTOPWHIa, MNpenyCMOTPEeHHbIX MNYHKTOM 4 npunoxeHna N 6 K HacToswemy
MonoxeHuto.

B cnyuyae Bbibopa obpaTHoro nopsaka npeacrtaBfeHuUs cBefeHui cybbekT obpaleHus
NeKapCTBEHHbIX CPeacTB, OCYLWEeCTBASAIWNIA MNPUEMKY JlIeKapCTBEHHbLIX MpenapaTtos OT
apyroro cybvekta obpaleHus nekapcTBEHHbIX CPeACTB B paMKax rpaxaaHCKO-npaBOBbIX
OTHOLWEHWUI, B TeyeHme 5 paboumx AHEN C AaTbl NPUEMKM NEeKapCTBEHHbIX MpenapaTosB
npeacTtaBnsieT B CUCTEMY MOHUTOPUHIA CBEAEHWUS O MPUHATBIX JIEKAapCTBEHHbIX MpenapaTax,
npeaycMoTpeHHble MYHKTOM 3 npunoxeHna N 6 K HacTosdwemy [1oN10XeHMUI0.

Mpn 3TOM Cy6bekT 06palleHnss NeKapCTBEHHbIX CPEACTB, OCYLLEeCTBMBLUMI nNepeaady
NeKapCTBEHHbIX MpenapaToB ApPYyroMy cybbekTy obpalleHus nekapCTBEHHbIX MpenapaToB B
paMKax rpa)AaHCKo-NpaBOBbIX OTHOLIEHWNI, B TeyeHne 5 paboumx AHeN C AaTbl perncrpaumnm
B CUCTEME MOHUTOPWHIa CBEAEHWN O MPUHATLIX JIEKAPCTBEHHbLIX MpenapaTtax, Ho 40



NnpeacTaBNEeHUA CBEAEHM O Aa’nbHEAWMX onepaunmsx C TakMMU  J1eKapCTBEHHbLIMMU
npenapatamm MNoATBEpPXAAeT [AOCTOBEPHOCTb CBEAEHUI, COAEpXAWUXCS B CUCTEME
MOHUTOPUHIa O NMepeAaHHbIX NIEKAapCTBEHHbIX Mpenapartax, NyTeMm npeacraBieHnss CBeAeHU
B CUCTEMY MOHUTOPWHra, NpeaycMOTpPeHHbIX MNYHKTOM 4 npunoxeHums N 6 K HacTodwemy
NonoxxeHuto.

45. CybbekT obpaleHus nekapCTBeHHbIX CpeacCTB, OCYLLeCTBASALWMUA KOHTpakTHoe
(noapsaHoe) nMpou3BOACTBO JNleKapCTBEHHbIX MpenapaTtoB Ha Tepputopum Poccuinckomn
depepaumn, nNpu nepepave nekapcTBEHHbIX MpenapaToB (rOTOBOW MpoAyKuUMW) CybbekTy
obpaleHns fekapCTBeHHbIX CpeAcTB, SABMASAKOWEMYCS 3aKa3uyMKOM TaKOro KOHTPaKTHOro
(noapsgHOro) NpousBoACTBa, B TedeHne 5 pabounx gHen ¢ AaTbl nepefayun siekapCTBeHHbIX
npenapaToB NpeacTaBfseT B CUCTEMY MOHUTOPUHIa CBeAeHUsl, NpeayCMOTPEHHbIE MYHKTOM 5
npunoxeHnsa N 6 K HacTosawweMy MosoXKeHuto.

Mpu 3TOM cybbekT obpalleHUss NeKapCTBEHHbIX CPEACTB, SABASIOWMIACS 3aKa3yMKoM
KOHTpakTHOro (noapsiAHOro) MpOM3BOACTBA JIEKAPCTBEHHbIX MpenapaTtoB, B TedyeHue 5
pabounx AHeN C AaTbl MPUEMKU NIEKApCTBEHHbIX MpPEnapaTtoB W perucrpauum B CUCTEME
MOHUTOPUHIA CBEAEHWUI O NepefaHHbIX NIeKApCTBEHHbIX MpenapaTtax A0 MpeacTaB/eHUs
CBEAEHMA O JalbHEWWMX onepauusax C TaKMMWU  JIEKApCTBEHHbIMM  Mpenapatamu
noATBEPXXAAET [OCTOBEPHOCTb CBEAEHMW, COAEPXALWMXCS B CUCTEME MOHUTOPUHra o
nepefaHHbIX JIEKApPCTBEHHbIX npenapaTtax, MyTeM MpeACTaB/IEHUS CBEAEHUI B CUCTEMY
MOHWUTOPUHIa, NPEeAYCMOTPEHHbIX MYHKTOM 4 npunoxeHus N 6 k HacTosweMy MonoXeHuto.

46. Cyb6bekT o6palleHuUs JleKapCTBEHHbIX CPEeACTB, OCYLECTBASIOWNIA BbiIBOA U3
060poTa NekapCTBEHHbIX NpenapaToB (3a UCK/IOYEHMEM BbiBoAa M3 060poTa IEKAPCTBEHHbIX
npenapaToB nyTeM oT6opa 06pasuoB, BbIBO3a paHee BBE3eHHbIX B Poccuiickyto deaepauunm
NeKapCTBEHHbIX MPenapaToB MM Nepeaavm Ha YHUUTOXEHME), B TeyeHne 5 paboumnx aHewn c
[aTbl COOTBETCTBYHLIEA oOnepaumm npeacraBnser B CUCTEMY MOHUTOPWUHIa CBeaeHus,
npeaycMoTpeHHble MyHKTOM 1 npunoxeHnsa N 4 K HacToswweMy NoNoXeHUI0.

47. CybbekT obpalweHnss feKapCTBEHHbIX CpeacCTB, OCYLWeCTBASWMA BblBOA4 U3
obopoTa fekapCTBeHHbIX nMpenapaTtoB nyteM oTbopa o6pa3uos npu BBO3e NapTun
NeKapCTBEHHbIX rMpenapatoB B Poccuiickyto degepauuto, nNpeacraBAseT B CUCTEMY
MOHUTOPWUHIA CBEAEHMUS, MNPEeAYCMOTPEHHbIE MYHKTOM 2 npunoxeHns N 4 K HacTosweMmy
MonoxeHuto, B TeyeHne 5 paboumx gHen c gatbl NpPeACTaB/IEHMS B CUCTEMY MOHUTOPMUHra
CBeAEHNIN O TMNpPUEMKE JeKapCTBEHHbIX MpenapaTtoB Ha dapMaueBTMYECKUN CcKkiaa no
npeacrtaBNeHns CBEAEHUMA O JafbHEWWMX onepauusax C JIEKAapCTBEHHbLIMKU MpenapaTtaMu
yKasaHHoM naptun, obpa3uybl KoTopon 6biin oTo6paHsbl.

48. CybbekT obpalleHnss JeKapCTBEHHbIX CpeacTB, OCYLWECTBASKOWMA BbIBOA U3
obopoTa NnekapCTBEHHbIX MNpenapaTtoB MNyTeM Mepefayvyn neKapCTBEHHbIX MpenapaToB Ha
YHUUTOXeHne, B TedyeHne 5 paboumx JHe C JaTtbl nepefayMm Ha  YHUUYTOXEHue
NeKapCTBeHHbIX MpenapaTtoB A0 NpeacTaBNeHnss CcBeAeHUMM O (dakTe YHUUYTOXEHUS
NeKapCTBEHHbIX MpernapaToB nNpeacTaBnisseT B CUCTEMY  MOHUTOPUHIra  CBeAeHus,
npenycMOTPEHHbIE MYHKTOM 3 npunoxeHusa N 4 K HacTosweMy NonoXxeHuto.

Mo wuTOraM YHUUTOXEHUS NEKApPCTBEHHbIX MpenapaTtoB cybbekT obpalweHus
NIeKapCTBEHHbLIX CpeacTB, OCYLWECTBMBLUMIA Mepegayvyy JNeKapCTBEHHbIX MpenapaTtoB Ha
YHUUTOXEHNE, B TedeHue 5 paboumx pgHen C gaTbl NOAyYeHUS akKTa 06 YHUUTOXEHUU
npeacraBnsieT B CUCTEMY MOHUTOPUHIa CBeAeHWUs, nNpefyCMOTPeHHble NYHKTOM 4
npunoxeHns N 4 K HacTosaweMy [MonoxeHuto.

49, CybbekT obpaweHnss JfeKapCTBEeHHbIX CpeacTB, OCYLWeCTBASOWMA BbiBO4 U3
o6opoTa NeKapCTBEHHbIX MNpenapaTtoB MyTEM OCYLLECTB/IeHMS pe3aKcnopTta, B TeyeHume 5
pabounx AOHEN CO AHSA peleHUss O PpesKCrnopTe, MNPUHATOrO TaMOXEHHbIMW OpraHamu,
npeactaBnseT B CUCTEMY MOHUTOPUHra CBeAeHUs, nMpeayCMOTpPeHHble TMYHKTOM 9
npunoxeHusa N 3 K HacTosweMy [of1IoXKeHMUIO.

50. Mpu ocyliecTBNeHMn MOBTOPHOro BBOAA B 060pPOT NEKApPCTBEHHbLIX MpenapaToB
Cyb6beKkT obpalleHns NeKapCTBEHHbIX CPEACTB, paHee OCYLEeCTBMBLUMI BbIBOA M3 060poTa
NTeKapCTBEHHbIX MpenapaToB WM BbIMYyCK TaKMX JIEKAPCTBEHHbIX MpenapaTtoB 3a npeaenamu



Tepputopun Poccuinckon ®depepaummn (B cny4vyae BbiBO3a paHee BBe3eHHbIX B PoCCUMNCKYHO
denepaumn  neKapCTBEHHbLIX MpenapaTtoB), B TeyeHne 5 paboumx pgHeln C  pathl
COOTBETCTBYHOLLEN onepaumu npeacrasBnsseT B CUCTEMY  MOHUTOPUHra  CBeAeHUs,
npeayCcMOTPEHHbIe MYHKTOM 14 npunoxeHusa N 3 K HacTosweMy onoXeHuo.

51. CY6'beKTbI o6pau.|.eHM;| NEKAPCTBEHHbIX CpPeAcCTB, OCyuwecTBdlOWMNE PO3HUYHYIO
TOProsJito NEeKapCTBEHHbIX npenapartos n oTnycCcK NEKAPCTBEHHbIX npenapartos,
MapKMUpPOBaAHHbIX CpeaACTBaMM VILI,eHTMCbVIKaLI,VIVI, OTpa>xakT MH(bOpMaLI,VIIO O BblBOAE W3
060p0Ta NEKaAapPCTBEHHbIX NMpenapaTtoB C UCMNOJIb30OBAHMEM KOHTpOﬂbHO-KaCCOBOVI TEXHUKMN.

Cy6bekTbl 06palleHns NeKkapCTBEHHbIX CPEACTB, HE OCYLLECTBAAIOLWMNE AEATE/TIbHOCTb MO
PO3HMYHOW TOProBfe JiIeKapCTBEHHbIMW TMpenapaTtamMuM nNpu  BbiBOoAe U3 060poTa
JIEKAPCTBEHHbIX MpenapaTtoB MyTeM OTnycka 6ecnnaTHO WMAW CO CKUAKOM NeKapCTBEHHbIX
npenapaToB MO pPeLEnTy Ha JleKapCTBEHHble TMpenapaTtbl WAW OTMNYyCKa JIEKAPCTBEHHbIX
npenapaToB, MpeacTaBNsAlOT WHMOPMauUuld O BbiIBOAE W3 060pOoTa  JIEKAPCTBEHHbIX
npenapaTtoB B CUCTEMY MOHUTOPUHIa C WCMOSIb30OBAHMEM PErNCTPaATOPOB BbIOLITUS,
npeacTaBisieMblX ONepaTopoOM CUCTEMbl MOHUTOPUHIa.

OcHalleHne cybbekToB 0bpalleHUs TeKapCTBEHHbIX CPEACTB, OCYLIECTBASOLWMX BbIBOA
n3 obopoTa NEKApPCTBEHHbIX MpenapaTtoB NyTeM oOTnycka 6ecnnaTtHO WMAM CO CKUAKOW
JNleKapCTBEHHbIX MpenapaTtoB MO PeLenTy Ha JieKapCTBeHHble npenapaTtbl WAM OTNycKa
NleKapCTBEHHbIX MpenapaToB, YCTPOWCTBaAMM perucrtpaumMm  BblObITUS  NEKAPCTBEHHbIX
npenapaToB OCYLLECTB/ISIETCA ONEPATOPOM CUCTEMbI MOHUTOPUHIra Ha 6€3B03MEe34HON OCHOBE.
B uensx Takoro ocHaulleHust cybbekTbl O0bpalleHUs NeKapCTBEHHbIX CPEACTB 3aKa4vatoT C
onepaTopoM CUCTEMbl MOHUTOPUHIA [AOFOBOPbI, B TOM 4YWUC/E coaepXalme YCIoBUS
npeAocTaBNeHUss Takoro o6bopyaoBaHMS U ero periaMeHTHoOro ob6cny)XmBaHUs Ha
6e3B03Me3HOI OCHOBeE.

TunoBas popMa TakuMx OOroBopoB yTBepxaaeTcsd MMHUCTEPCTBOM MPOMBbILWIEHHOCTU U
Toprosnn Poccuinckon denepauumn.

Mocne npepocTaBneHuss cybbekTy obpalleHns NneKapcTBEHHbIX CpPeacTB YCTPOWCTBA
perucrpauum BblObITUS OMNepaTop CUCTEMbl MOHUTOPUHIA B TedyeHume 5 paboumx pgHen
pPErucTpmUpyeT npenocTaB/ieHHOe yKa3aHHOEe YCTPOWCTBO B CUCTEME MOHUTOPUHIa.

52. CybbekTbl 06palieHus nekapCTBEHHbIX CPeACTB MNpu OOHapy>XeHun OoWnbok B
cBegeHnax (HeaOCTOBEPHbIX CBeAEHUI), NpeacCTaB/IeHHbIX UMW B CUCTEMY MOHUTOPWMHIA Mpwu
BBOoAEe B 060pOT JieKapCTBEHHbIX MpenapaTtoB M 060poTe NeKapCTBEHHbIX MpernapaTos,
npeacTaBnslOT B CUCTEMY MOHUTOPUHIa MWHbOpMaumio, HeobxoamMmyto A4S McnpaBfeHus
yKasaHHbIX owunbok B cBeAeHMAX (HeJOCTOBEpHbIX cBedeHuit) (panee - wucnpasneHue
owmnboK).

CybbekTbl obpalleHnss NekapCTBEHHbIX CPeACTB BrpaBe BHECTU MUCMpaBfeHus oLKnbokK
[0 TOro MOMEHTa, Korga OHW 6bilM yBeAOMSIEHbl O Ha3HAYEHUN B OTHOLLIEHUM HUX NMPOBEPKMY,
OCYLLEeCTBNSAEMONM B yCTaHOB/AEHHOM nopsiake deaepansHoi cnyxb6on no Haasopy B cdepe
340paBooxpaHeHus, no ddakTy npeacTaBneHMss cybbekTamMm obpaleHns neKapCTBEHHbIX
CpeacTB OWNBO0UYHBbIX (HEAOCTOBEPHbIX) CBEAEHUA.

B cnyyae ecnu B npeacrtaBNeHUM CBEAEHMW, B KOTOPbIX OOHapy)XeHbl OLWUOKK
(HenocToBepHble CBeAEeHMA), ydacTBOBanuW Apyrvme CyObekTbl Ob6palleHUs NeKapCTBEHHbIX
CpeacTts, TO WcCnpaBneHnss owunboK CUMTAOTCA MPUHSATBIMKM  MOCAe MOATBEPXAEHUS
OOCTOBEPHOCTU MpeACTaBf€HHbIX WCNpPaBJeHNIA OWKWOOK B CUCTEME MOHUTOPUHIA BCEMMU
YYaCTHUKaMM NpeactaBfieHns CBeAeHUM, B KOTOpPbIX obHapyxeHbl ownbkn (HeaoCcTtoBepHble
cBefeHus).

B cucTteMy MOHWTOpWMHra BHOCSTCS creaylouwume MCnpaB/ieHUs OWWO60K B OTHOLLUEHWUMU
CO6CTBEHHbIX onepaumin:

OTMeHa Ccy6bekToM o6palleHnsl NIeKapCTBEHHbIX CPeACTB paHee 3aperucTpuMpOBaHHOWN
onepauun (B cnyyae, ecnv nocne Takoh onepaumm He 6blM COBeEpLUEHbl AEUCTBUS C
nepexoAoM npaBa cCO6CTBEHHOCTU Ha SIeKapCTBEHHbIE NMpenapaThl);



OT3bIB COO6LWEHNSA 06 OTrpy3Ke JsieKapCTBEHHbLIX MpenapaTtoB cybbekToOM obpalieHus
NIeKapCTBEHHbLIX CPEACTB - OTNpaBUTENIEM TaKoro coobuleHusi, NepeaaHHoro noJjiyyartesnto
NIeKapCTBEHHbIX MNpenapaToB. Takass KOPpPeKTMPOBKa BO3MOXHA A0 nepedayn CBeAeHuin o
NOATBEPXAEHUU Nepefayn NeKapCcTBEHHOro npenapata ApyrMMm cybbekToMm obpalleHus
NleKapCTBEHHbIX CPEeACTB;

O0TKa3 cybbekTa ob6palleHUsl NeKapCTBEHHbIX CPeACTB - MojlydaTens JIeKapCTBEHHbIX
npenapaToB OT MPWEMKMU JIEKAapPCTBEHHbLIX MpenapaToB. Takasi KOPPEKTMPOBKa BO3MOXHa A0
nepegayun CcBeAeHWit O NOATBEPXAEHWW Mepeaaym neKapCTBEHHOro npenapaTta ApYyrum
Cy6beKkToM obpalleHns TeKapCTBEHHbIX NpenapaTos.

53. BnoKupoBKa MNpPUHATUS CUCTEMOWN MOHWUTOPUHIa cCBeAeHWW O BBoae B obopoT
NleKkapcTBeHHbIX npenapatoB, 06 obopoTte u (unmn) o BbiBOAE M3 060pOTa NEKapCTBEHHbIX
npenapatoB (ganee - 6/7I0KMPOBKA) OCYLLECTBASIETCS B aBTOMATUMYECKOM pexmMme Mo
npaBunaMm, YycTaHaBimBaeMbiM ®degepanbHo  cnyxboih mno  Haa3opy B cdepe
34paBOOXpPaHEHUs.

MepeyeHb NpUYMH 6BNOKMPOBKKM NpuBeAEH B NpuioxeHun N 7.

Mpn ycTpaHeHuun CY6'beKTOM O6paLLl,eHM$I NEKApPCTBEHHbLIX MpenapaTtoB MpPUYKNH,
nocny>XmsBwnx oOCHOBaHMEM AONA 6J'IOKMpOBKI/1, OTMEHa 6J'IOKMDOBKM OCyLUECTBNAETCA B
dBTOMAaTN4YE€CKOM peXnme.

B oTaenbHbIX criydasx, nepedeHb KOTOpbIX onpeaensetca denepanbHOn cnyx6om no
Haa30py B cdepe 3a4paBoOXpaHeHus, npu 6N10KNPOBKeE A0MYCKaeTcs BO3MOXHOCTb nepegaymu
CBeJeHWI 0 BO3BpaTe NIeKapCTBEHHbIX NpenapaToB NOCTaBLUKKY, O nepeayde nekapCTBEeHHbIX
npenapaTtoB Ha yHuUYTOXeHue un (nnmn) o6 MHOM Buae BbiBoAa M3 060pOTa sleKapCTBEHHbIX
npenapartos.

BnokMpoBka W OTMeHa 6/710KMPOBKM MOryT BBOAUTLCS B OTHOLWEHUW eAUHULbI
NIEKApPCTBEHHOrO0  npenapaTta, NapTUM  NeKapCTBEHHbIX  MpenapaTtoB  WIW  Cepuu
NTEKAPCTBEHHbIX NpenapaToB.

VIl. Mopsapok npegocTaBneHnsa nHgpopmauum, cogepxallemcs
B CUCTEMe MOHUTOPUHra

54. [ocTyn 3anmHTEepecoBaHHbIX B MOJYyYEHUU MHDOPMAUUM U3 CUCTEMbl MOHUTOPUHIa
dU3MYECKUX N IOPUANYECKNX NuL, dpenepanbHbiX OPraHOB UCMONMHUTENbLHOM BacTu, OpraHoB
rocyaapcTBeHHOM Bnactu cybbekTtoB Poccuiickon depepauuMm M OpraHoB MECTHOMO
camoynpasneHns obecneymBaeTcsl OnMnepaTtopoM CUCTEMbI MOHUTOPUHIA MO COrSlIaCoOBaHMUIO C
MWHNUCTEPCTBOM 3ApaBOOXpaHeHus Poccuitckon depepaumn n depepanbHon cniyxboi no
Haa3o0py B cdhepe 34paBOOXpPaHEHMUS.

55. JocTyn K uHdOpMaumm, coaepxallenca B CUCTEME MOHUTOPUHra, obecneunmBaeTcs
OMepaTopoM CUCTEMbI MOHUTOPUHIA C YUYETOM ClIeAyHLWUX NOJIOXEHNIA:

a) aocTtyn deaepanbHbIX OPraHOB UCMNOJHUTENbHOM BflacTU, OPraHoOB roCyAapCTBEHHOWN
Bnactu cybbekToB Poccuiickon degepaumm U OpraHOB MeECTHOro CcaMoyrnpaBiieHUs B
OTHOLWIEHNN COAEepXalLencs B CUCTEME MOHUTOPUHra MH@OPMauUuM OCYLLECTBASIETCS B TOM
ymncne nocpeacTsoM MHPpPACTPYKTYypbl, obecneumsBatoen MHPOpMaLMOHHO-TEXHOIOMMYeckKoe
B3aMMOAENCTBME  MHMOPMALMOHHBIX CUCTEM, WCMNOSb3yeMblX A7 NpeaocTaB/ieHuns
rocyfapcTBeHHbIX UM MYHUUMUMANbHbIX YCAYr W WUCMNOJIHEHUS  TOCYyAAPCTBEHHbLIX W
MYHMUMNANbHbIX QYHKUWUA B 3N1EKTPOHHON popmMe;

6) mpoctyn cybbekTtoB ObpalleHns IeKapCTBEHHbIX CpeacTB, NpeacTaBAsoWmMX
MHMOpMaUNIO ANS BHECEeHUS B CUCTEMY MOHUTOPMHIA, B OTHOWEHWM NpeacTaB/IeHHON MMKU
WHdOpMaUMM U HOPMaTUBHO-CMpaBoYHOM wuHbOpMaumMK, coaepxawlencs B CuUcTeme
MOHUTOPWHIA,  OCYLWEeCTBASETCA 4epe3 JIMYHbIA  KabuHeT cybbekTa  obpalweHus
neKapCcTBeHHbIX npenapaToB WKW MOCPeACTBOM MHMOPMALMOHHBIX 31EeKTPOHHbIX CEPBUCOB C
NCNONb30BaHUEM CTaHAapPTHbIX MPOTOKOSI0B U MHTEpP®hENCOB 31EeKTPOHHOIO B3auMOAEnCTBUS;



B) AOCTYN rpaxaaH B OTHOLIEHWM CcOoAepXKallencsi B CucTeMe MOHUTOPUHIra UHdopMaunm
npu npoeepke cpeacTBa MAEHTUPUKALUM OCYLLECTBASETCS B TOM YMUCe C UCMNONb30BaHMNEM
caiTa onepatopa CUCTEMbl MOHUTOPUHra B WH(OPMAUNOHHO-TETEKOMMYHUKALMOHHON ceTu
"MHTepHeT" 1 MOBUIBHOIrO NPUNOXKEHUS.

56. MobunbHoe NMpUIoOXeEHNE NMpn NpoBeEpKeE Cpeactea Vlﬂ,eHTMCbMKaLI,VIM obecneunBaeTr B
TOM 4yucne cnegyruwme BoO3MOXXHOCTU CUCTEMbI MOHUTOPUHIra:

a) cuuTbiBaHWE CpeacTB maeHTUdUKauum co BTOPUYHON (NOTpebnTenbCkon) ynakoBKM
NleKapCTBEHHOro npenapata (B Cly4ae ee OTCYTCTBMSI - TMEPBUYHOM  YMNaKOBKMU
NeKapCTBEHHOro npenapara);

6) oTobpa)xeHne pe3ynbTaToB MNPOBEPKM CpeacTBa MWAEHTUPUKAUMM B CUCTEME
MOHUTOPWUHIa;

B) BO3MOXHOCTb HanpaB/ieHUs CBeAEHMA B CUCTEMY MOHWUTOPMHIa O HapyLIEHUaX
nopsiika MapKMpoOBKWN IeKapCTBEHHbIX NpenapaTos.

57. CY6'beKT o6pau.|,eHV|$| NEKAPCTBEHHbIX CpPpeACTB MOXET MOoNy4dYuUTb AOCTYN KO BCEM
ANN1EKTPOHHBIM AOKYME€HTaM, nepegaHHbiIM MM B CUCTEMY MOHUTOPUHIA, a TaKXe K
ANNIEKTPOHHbLIM AOKYMEHTAM, CO34aHHbIM cucTemom MOHUTOPWUHI@ NO pe3yJibTaTaM 06pa60TKVI
MONTY4YEHHbLIX OT CY6'beKTa 06pau.|,eHV|;| NNEKaApPCTBEHHbIX CPeEACTB AOKYMEHTOB.

VIIl. Onepatop cucteMbl MOHUTOPUHra

58. Onepatop CUCTEMbI MOHUTOPMHIa MO COracoBaHMio C MuUHUCTEpPCTBOM
34paBooxpaHeHus Poccuiickon ®eapepaumn n GepgepanbHon cnyxbor no Haa3opy B cdepe
34paBooxXpaHeHns obecneymsaert:

a) cosjaHWe, pas3BMTME, BBOA B 3KCMJyaTauuioo, 3SKCnayaTauui UM BbiBOA U3
3KChlyaTaumMm CUCTEMbl MOHUTOPMHra, MNpeaocTaBfieHMe WHGOpMaunKn, coaepxallelncs B
CAUCTEME  MOHWTOPMHIA, M  B3aUMOAENCTBME  CUCTEMbI  MOHUTOPWUHIA C  WHbIMU
MHPOPMaALUMOHHBIMW CUCTEMAMU;

6) peanusaumio MEXaHU3MOB 06LWECTBEHHOIO KOHTPOIS, BK/IOYasa nNpueM nHdopMaumm o
pe3ynbTaTax MpPOBEpKWM CPeACTB MAEHTUDUKAUUM U XKanobbl DU3MUYECKUX U OPUANYECKUX
MU, WHAMBUAYaNbHbIX MpeanpuHUMaTenei, XpaHeHue, 06paboTKy W nepepadvyy 3ToW
MHdOpPMaUMKN B YNONHOMOYEHHbIE (peaepasibHble OpraHbl UCMOTHUTENbHOW BNAcTu.

59. OnepaTtop cCuUCTEeMbl MOHUTOPWHra HECET OTBETCTBEHHOCTb B COOTBETCTBUM C
3aKoHo4aTeNnbLCTBOM Poccuinckon denepaumu:

a) 3a XpaHeHue BCeX AaHHbIX W 3anncen TpaH3akumin B 6ase faHHbIX, PErMCTPUPYEMBbIX
B CUCTEME MOHUTOPWUHIA;

6) 3a LENOCTHOCTb, COXPAaHHOCTb M HEMNPOTUBOPEYMBOCTb MHMOPMALUM B CUCTEME
MOHWUTOPUHra;

B) 3@ BeAeHUE N XpaHEHWE eAMHbIX PeecTpoB, CMpPaBOUYHO-HOPMATUBHON WMHGOpMaUUN,
KnaccudukaTtopoB 1 popMaToB 06MeHa AaHHbIMU;

r) 3a 6ecnepeboliHy0 1 0TKa30yCTOMUYNBYIO paboTy CUCTEMbl MOHUTOPUHTA;

A) 3a BoccTaHoBneHme paboTocnoCobHOCTM CUCTEMbI MOHUTOPUHIA U €€ KOMMOHEHT
nocne ycrpaHeHusi c6oes npu yC/0BMW MOJIHOIO YCTPaHEHUS MPUYKH, Bbi3BaBWMKX cbol, a
TaKXe 3a COXpaHeHMe LEesIOCTHOCTU YCTaHOBJ/IEHHbLIX Ha cepBepax MpOrpaMMHO-TEXHUYECKMX
cpeancTts n 6a3 AaHHbIX;

e) 3a CTpYKTypHOe pe3epBMPOBaHME, aBTOMAaTUYeckoe BbiABMeHMe daKTa oTKasa
CepBEepHOro y3na v nepekaoyeHne 3a4ay Ha APYrov CepBepHbIN y3en, a TakXe 3a Hanuyue
pe3epBMPOBAHHOIO U ANBEPCUMULIMPOBAHHOIO MO MOAK/IOUYEHUIO K MpoBaiaepaM CeTeBoro
fAocTyna;



) 3@ MHPOPMaUMOHHYO 6e30MacHOCTb M 3alUTY AaHHbIX OT HECAHKLMOHWPOBAHHOIO
AOCTyna U yTeuykn nidopmaumu;

3) 3a KOHCYJIbTAUMOHHYIO W TEXHUYECKYID NoAaAEPXKY CY6'beKTOB o6pau.|,eHV|;|
NeKapCTBEHHbIX CpeACTB CUCTEMblI MOHUTOPUHIaA MU MO6UABHOro npunoXXeHmna Aand
CbVI3VI'-IeCKVIX nny,

n) 3a cbop n aHanuns obpaweHUn pnanyecknx nu Gusndyeckmnx nuu, nHAMBUAYyanbHbIX
npeanpuHuUMaTenein C Uefbl MOCTAaHOBKM 3agad Ha aopaboTky v MoaepHusauuio 6a3
AAHHbIX.

MpunoxeHune N 1

K NON0XKEHUIO O CUCTEME MOHUTOPUHIa
ABUXXEHMS NeKapCTBEHHbIX NpenapaTos
AN MeAULUMHCKOro npuMeHeHus

CBEOEHMUA,
NMPEACTABNAEMbIE TOCYOAPCTBEHHbIMU UH®OPMALIMOHHBIMU
CUCTEMAMU ®ELEPAJbHbIX OPFTAHOB UCMONHUTENBHON BIIACTU
B CUCTEMY MOHUTOPUHIA ABUWXEHWA NEKAPCTBEHHbIX NMPEMAPATOB
AanAa MEAMLUMHCKOIo NPUMEHEHUA, A TAKXXE CBEAEHWUA, MEPEOABAEMbIE
N3 CUCTEMbl MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
AnAa MEAULUMHCKOIo NPUMEHEHUA

1. U3 EanHoro peecTpa JIMLEH3UN Ha MPOnN3BOACTBO JIEKAPCTBEHHbLIX CPEACTB A1 uenen
nepeagayu MHq)OpMaLI,MM O JIMUeH3nAX Ha nNponu3dBoaCTBO JiIEKAPCTBEHHbLIX CpeacTB
nponsBoanTeENd JIEKAPCTBEHHbIX CpPeEACTB, ABIAKOLWLENOCA opraHM3aumel‘/’1, an3HaBaeM017|
HaoroebiIM pe3nNaAEHTOM Poccuiickoi (Dep,epau,wm, B CUCTEMY MOHUTOPUHIa ABUXEHUA
NEKaAapCTBEHHbLIX MpenapaTtoB And MEANLUMNHCKOIoO NpUMEHEHUA (n,anee - CucCrteMma
MOHUTOPWUHIa, NEKApPCTBEHHbIE npenapaTbl) NpeacTaBnd0TCAa cnegyrowme CBeaeHns:

a) NAEHTUMDUKALNOHHBLIN HOMEp HanoronnaTesnbliMKa NPOU3BOAUTENS JIEKAPCTBEHHbIX
CcpeacTs;

6) OCHOBHOM rocyaapCTBEHHbIN perncTpaumoHHbIn HoMep npounssoamTens
NeKapCTBEHHbIX CPeacTB;

B) HAMMEHOBAHME NMPOM3BOANTENS NNEKAPCTBEHHbIX CPEACTB;
r) HOMep NIMLEH3UN;

A) AaTa BblAA4YN NNLEH3UN;

€) cTaTyc AEeNCTBUS NINLEH3UN;

X) AaTa U3MeHeHUs cTaTyca AENCTBUS NNLEH3UN;

3) aapec MeCTa OCYLUECTBIEHUS AeATENbHOCTU COrMacHO nuueH3un (rnobanbHbI
YHUKanbHbI  naeHtudmkatop aapecHoro obbekta B denepanbHON MHPOPMaLMOHHOWM
aApecHOl CUCTEME N onucaHue agpecHoro obbvekTa);

W) nepeyveHb paboT u ycnyr, NnpeayCcMOTPEeHHbIX TULEeH3NEN;
K) nepeyeHb fieKkapcTBeHHbIX HOpM, NMpeayCMOTPEHHbIX JINLEH3NEN;

N) AonosiHMTEeNnbHOE onucaHme no pabortam (ycnyram).



2. N3 eauHoro peecrtpa NMUEH3MA, B TOM 4YUCNEe JNUUEH3WUIA, BblAAHHbIX OpraHamu
rocyaapcTBeHHOM BNacTu cybbekToB Poccuiickon denepaummn B COOTBETCTBUM C NEpeaaHHbIM
MOSIHOMOYMEM MO JINLUEH3UPOBAHUID OTAENbHbIX BWAOB AEATENBbHOCTM B cdepe OXpaHbl
300pOBbA, ANa uenem nepegadn uHbOOpMaUMM O NUUEH3UAX Cyb6bekToB obpalleHus
NIeKapCTBEHHbLIX CpPeACTB, SABNSOWMUXCS OpraHusaunsamy, MNpu3HaBaeMbiMKM HANOroOBbIM
pe3naeHToM Poccuitickon ®epgepaunn, wAnM unHAMBUAYAbHbIMKM NpeanpuHUMaTensamu, B
CUCTEMY MOHUTOPMHIA NPeACTaBMAKTCS Cneaylolmne ceeaeHns:

a) wnaeHTUdMKAULMOHHBLIA  HOMep  Hasoronnatenbuwuka cybbekTa  obpalweHus
neKapCcTBeHHbIX CPeacTB;

6) HoOMep NuueH3nu;
B) AaTa Hayasna AEeNCTBUS JIMLEH3UN;

r) agpec MecTa OCYLEeCTB/EeHNA AeSTEeNbHOCTUM COrflacHoO nunueHsmn (rnobanbHbli
YHUKanbHbI  naeHtudmkaTop agpecHoro obvekta B denepanbHON MHGOPMaLMOHHOM
aZlpecHon cucTemMe u onmncaHue);

A) cTaTyc AeNCTBUSA NULeH3nn (MAeHTUPUKaAToOp N onmcaHue);
e) AaTa U3MeHeHus cTaTyca AeNCTBUSA NULEH3UN;

X) nepeyeHb paboT M ycnyr, NpeayCMOTPEHHbIX AUUEH3NEN (MAEHTUDUKATOPbI WU
onuncaHue).

3. N3 eanHoih rocyaapcTBEHHON MHMOPMaALMOHHOW CUCTEMbI B cdepe 34paBOOXPaHEHUS
ONS uenen onnucaHus nekapCcTBEHHbIX NpenapaToB B CUCTEMY MOHUTOPUHIa NpPeacTaBfslOTCS
cneayrouime ceegeHns:

a) YHUKaNbHbIN MAEHTUDUKATOP 3anncKM B €ANHOM CTPYKTYPUPOBAHHOM CrpaBOYHUKE-
KaTasiore NeKapCTBEHHbIX NpenapaTos;

6) HOMep perncTpaumoHHOro ya0CTOBEPEHMS NIEKAapCTBEHHOMO npenapaTa;
B) AaTa rocyAapCTBEHHOW perMcTpaumm NeKkapcTBEHHOMO Npenapara;
r) cTaTyc AeWCTBMS PErMCTPaLMOHHOIO Y0CTOBEPEHUS IEKAPCTBEHHOIO Npenapara;

Ll,) MexayHapoaHoe HenateHToBaHHOE, WKW  TpynnmpoBoYHOE, WM XUMUYECKOE
HanMeHOBaHWME JIEKAPCTBEHHOIO NpenaparTa,

e) HanMeHOoBaHME AepXaTend Win BNlagelnbla pPerncTtrpaunoHHoOro yaocrtoBepeHud
NeKapCTBEHHOIO Npenaparta,

X) CTpaHa perucrpauuu Aepxatens unu Bnajenbla permcTpauuoHHOro yaoCTOBEPEHUS
NleKapCTBEHHOro npenapaTa;

3) KOA4 HanoronnaTenbluKa AepXatens  WAuM  Bhnadenbula  perucTpaumMoHHOro
yIOCTOBEPEHUS JIEKAPCTBEHHOIO Mpenapara B CTpaHe perucrpaunmu;

W) NPU3HaK HaNM4nsa NeKapCTBEHHOro nNpernaparta B nepeyHe XXM3HEHHO HEOBX0ANMbIX U
Ba)XHeMLWMX NeKapCTBEHHbIX NpenapaTos;

K) TOproBoe HanMeHOBaHWe fIeKapCTBEHHOro nNpenapaTa;
) NepBUYHas yrnakoBKa NIEKApCTBEHHOrO NnpenapaTa;
M) KOJINYECTBO JSieKapCTBEHHOW POpPMbl B MEPBUYHOMN YMNAKOBKE;

H) BTOpu4YHasa (noTpebuTenbckasd) ynakoBKa JIeKapCTBEHHOro npenapata (npu
Hannumn);

0) KOIMYECTBO TMEPBUYHOM YMaKOBKW JIEKAPCTBEHHOro npenapata BO BTOPUYHOM
(noTpebutenbCcKoit) ynakoBKe NekapCTBEHHOro npenaparta (Npu Hanmunn);



n) nekapcreeHHas popma;
p) KONMYeCTBO eANHUL, U3MEPEHUS A03MPOBKU NEeKapCTBEHHOro npenapara;

C) HaMMeHoBaHMe cybbekTa obpalleHns NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBASOLWEro
dacoBky (ynakoBKYy) JfeKapCTBEHHbIX MpernapaTtoB BO BTOPUYHYK (NOTpebuTenbCcKyto)
YyMNakKoBKY NleKapCTBEHHOro npenapata (B cnyyae ee OTCYTCTBUS - MEPBUYHYHK YMaKOBKY
NleKapCTBEHHOro npenapaTta);

T) KoA HanoronnaTtenbwmka cybbekTa obpalleHns JieKapCTBEHHbIX CpPeacTs,
ocyuwiectenswouwero ¢acoeky (ynakoBKy) JieKapCTBEHHbIX MpenapaTtoB BO BTOPUYHYIO
(noTpebuTenbCcKyo) YyMakoBKY J/1EKApPCTBEHHOro npenapata (B C/yyae ee OTCYTCTBUSA -
NEPBUYHYIO YMNaKOBKY JIEKAPCTBEHHOIO npenaparta), B CTpaHe perncrpauuvu;

y) CTpaHa pernctpaumm  cybbekta  obpalleHuss  NeKapCTBEHHbIX  CPEeACTB,
ocywectenawowero dacoeky (ynakoBKY) JIeKAapCTBEHHbIX MpenapatoB BO BTOPUYHYIO
(noTpebuTenbCcKy) YyMNakoBKY J/€KapCTBEHHOro npenapata (B ciyyae ee OTCYTCTBUSA -
NepBMYHYIO YNAKOBKY JIeKapCTBEHHOIO npenapara);

¢) agpec MecTa ocCyllecTBNEHUS AEATENbHOCTU cybbekTa obpalleHus feKkapCTBEeHHbIX
cpeacTts, ocyuwecrtenswowero dacoeky (ynakoBKy) JfleKapCTBEHHbIX MpenapaTtoB BO
BTOpPUYHYO (MOTpebuTenbCKylo) YMakoBKY JieKapCTBEHHOro npenapata (B cnydyae ee
OTCYTCTBUSA - NEPBUYHYIO YMNAKOBKY NIeKapCTBEHHOrO npenapaTa), yKa3aHHbIA B NLEH3UN Ha
NpOU3BOACTBO JIEKAPCTBEHHbIX CpeACTB MpuU  Haanuumu Takou nuueHsun (rnobanbHbin
YHUKanbHbIW  naeHtudukaTop agpecHoro obbekta B denepanbHOn UMHPOPMaLMOHHON
aZlpecHon cucTemMe n onmncaHue);

X) HaMMeHoBaHWe cybbekTa ob6palleHUs NIeKAapCTBEHHbIX CPEeACTB, OCYLLECTBASIOLLIErO
CTaAMIo BbIMYCKAKLWEro KOHTPOS KavyecTBa;

U) Koa Hanoronnatenblinka cybbekTa obpalweHus NeKapCTBEHHbIX CPeacTs,
OCYLLECTB/AOLWENO CTaANIO BbIMYCKAKOLWEro KOHTPONS KadecTBa B CTpaHe permcrpauum;

Yy) cTpaHa perucTpauum cybbekta o06palleHuUss  JIEKApCTBEHHbIX  CPEACTB,
OCYLLECTBNAOLLEr0 CTaZINIO BbIMYCKAOLWEro KOHTPONSA KAauyecTsa;

W) agpec MecTa OCYLleCTBNeHUs AeATeNbHOCTU cybbekTa obpalleHus feKapCTBEeHHbIX
CpeacCTB, OCYLLeCTBASAOWEro MNpOU3BOACTBEHHYIO CTaAMIO  BbINyCKalLWero KOHTpons
KayecTBa, YKasaHHbIA B NINLEH3UX HA NPOU3BOACTBO /1eKapCTBEHHbIX CPeACTB Mpu Hanmuum
Takon nuueHsnn (rnobanbHbIA  YHUKaNbHbLIA  MaeHTUdUKaATOP agpecHoro obbekta B
denepanbHoOM MHMOPMALMOHHON aApeCHOM CUCTEME N OnUcaHue);

W) AaTta permcrpaunm npenenbHoOn UeHbl Ha IeKapCTBEHHbLIN Npenapar;
bl) NpeaenbHas 3aperncTtpMpoBaHHas LeHa B pybnsx.

4, M3 EAMHOro rocyaapCTBEHHOro peecTtpa opnanvyecknx naumu u EanHoro
rocygapCtBeHHOro peecrtpa nHanBmayalbHbIX npep,anHMMaTeneﬁ COOTBETCTBEHHO B LENAX
noaTBeEpPXAeHNA AO0CTOBEPHOCTU CBeAeHun o FOCYLI,apCTBeHHOﬁ perncTtpaunm CY6'beKTOB
06pau_|,eHM;| NEKApPCTBEHHbIX CpeACTB, 4dBAAOWNUXCA OpraHmnsaunamun, npuaHaBaeMbIMU
Ha/10roBbIM PE3NAEHTOM Poccuiickoi CDen,epau,MM, nnn nHaAnMBUAya1bHbIMUA
npeanpmnHnmatenamm, B CUCTEMY MOHUTOPUHIA NPpeACTaBAOTCA Ceayrowmne CBegeHnA:

a) wnAeHTUdMKALMOHHBLIA  HOMep  Hasoronnatenbuwuka cybbekTa  obpalweHus
NeKapCTBEHHbIX CPeAcCTB;

6) KoA Ha/oroBoro opraHa;
B) KOA CcTaTyca lopuUAMYECKOro N1LUa Uan MHANBUAYaNbHOIro NpeanpuHUMaTens;

r) HauMeHoBaHMe Ccyb6beKTa 06palleHMs NeKapCTBEHHbIX CPEACTB;



A) cTaTtyc 3anucu O perucTtpauMm HpUAWMYECKOro fnvua WIn  UHAMBUAYANbHOMO
npeanpuHUMaTens;

e) CBeAeHua 0 pyKoBoauTene cybbekTa 06palleHMs NeKapCTBEHHbIX CPeACTB unu o6
UHAMBUAYANbHOM NpeanpuHUMaTene.

5. M3 rocynapCTBEHHOro peecTpa aKKpeaAUTOBaHHbIX (unananos, nNpeacTaBUTENbLCTB
WHOCTPaHHbIX PUANYECKUX NUL B UENSX MOATBEPXAEHUS AOCTOBEPHOCTM CBEAEHUMN O
perucTpauum npeacTaBUTENIbCTB MHOCTPAHHbLIX OpraHusauuin, SBASIOWUXCS AepXKaTensamu
WNU BnajaenblaMu PerucTpaLmMoHHOr0 Y/ZOCTOBEPEHUS NIeKApCTBEHHOro npenapaTta, Ha
TeppuTopumn Poccuitickoii deagepaumm B CUCTEMY MOHUTOPWUHIa MpeacTaBAslOTCA cneaylolimne
CBeAeHus:

a) naeHTUMAMKALUMOHHBLIN HOMEpP HasoronnaTenblmnka NpeacTaBUTENbCTBA;
6) KoA4 HaNoroBoro opraHa y4yeta nNpeacTaBUTENbCTBA;

B) HAUMMeHoBaHWe NpeaCcTaBUTENbCTBA;

r) Homep 3anucm o6 akkpeanTaumu;

A) cBeaeHnst 06 NHOCTPaHHOM opraHM3aumnu;

€) KOA COCTOSIHUS aKKpeauTauuu;

) CBeAEeHMs O pyKoBoauTene npeacraBuTenbCcTBa.

6. n3 noaCUCTEMbI "MOHUTOPUHT KayecTBa NleKapCTBEHHbIX cpeacts”
aBTOMaTU3UPOBAHHOM WHQOPMaLUMOHHON cucteMbl deaepanbHoOn cnyxbbl Mo Haa3opy B
cthepe 3apaBooxpaHeHuss B uUenax obecneyeHus 6e30nNacHOCTM B CUCTEMY MOHUTOpPWUHra
npeacTtaBnsalOTCa cnegywouwme csefeHus O BpeMeHHOM BbiBoge (06 OTMeHe BpeMeHHOro
BblBOAA) M3 obpalleHnsa nekapCTBEHHbLIX MNpenapaTtoB MO WMHUUMATMBE YMNOSIHOMOYEHHOro
denepanbHOro opraHa UCNOIHUTENbHON BNacCTK:

a) parta, c KoTtopoun Heobxoammo obecneuynTb BPpEMEHHbIN BbiBOA (OTMEHY BPEMEHHOIOo
BbiBOAA) NEKApCTBEHHOro npenaparta 13 obpaweHuns;

6) HOMep perncTpaLnoHHOro yA0CTOBEPEHMS IEKAPCTBEHHOIO Npenapara;
B) /laTa rocyZapCTBEHHOW peErncTpaunmn NeKkapcTBEHHOro npenapaTta;

r) OCHOBaHWE BpPEeMeHHOro BbiBoAa (OTMeHbl BPEMEHHOro BbiBOAA) W3 o6palleHus
NeKapcTBEHHOro npenapaTa;

A) pPeKBM3NTbl AOKYMEHTa O BpeMeHHOM BbiBoAe (06 OoTMeHe BpeMeHHOro BbiBOAAd) U3
obpalleHns nekapCTBEHHOro npenapara;

e) rnobanbHbIN NAEHTUMOUKALUNMOHHBLIA HOMED TOProBOW €ANHULbI;
)X) HOMep NpPOM3BOACTBEHHOW cepun;

3) uMAEHTUDMKALUMOHHBLIA  HOMEp  HajsoronjaTenblinka cybbekta  obpalleHus
NIeKapCTBEHHbLIX CpeacTtB (eCnM OCYLUeCTBNAETCS M3bATME TOMbKO Yy OAHOro cybbekTa
obpalleHns nekapcTBEHHbIX CPEACTB, @ He n3bsATUE BCEN cepumn (NapTun).

7. N3 EAnHON aBTOMATU3NMPOBaHHOW MH(MOPMALMOHHOM CUCTEMbI TAMOXEHHbIX OPraHoB C
uenblo  nNpeaynpexaeHuss U MNpeceyeHus  MNpPecTynieHnii Un  aAMUHUCTPATUBHbLIX
NpaBOHapPYLEHNA, OTHECEHHbIX K KOMMETEHUMM TaMOXeHHbIX oOpraHoB Poccuiickol
depepaumn, B CUCTEMY MOHWUTOPMHIA TMpPEACTaBNSTCA  Creaylolwme CBeaeHus o
NeKapCTBEHHbIX MpenapaTax, BBE3eHHbiIX B Poccuiickyto deaepaumio M MOMELLEHHbIX NoA
onpeaenieHHble TaMOXEHHble MNpoueaypbl, COAepXalimecss B TaMOXEHHOM AeKknapauun Ha
TOBapbl:

a) KoA TaMOXXEHHOro opraHa;



6) foaTa perncrpauum TaMOXEHHOW AeKknapaunmun Ha fieKapCTBEeHHbIM npenapar;
B) perncTtpaumoHHbIi HOMEp TaMOXEHHOW AeKnapauun Ha NeKapCcTBEHHbIA Npenapar;
r) cepuimHbIi rnobanbHbIM MAEHTUPUKALWMOHHbBIN HOMEpP TOProBOM eAVHULbI;

/) TaMOXeHHass CTOMMOCTb, CTaTUCTMYecKas CTOMMOCTb W daKTypHas CTOMMOCTb
NleKapCTBEHHOro npenapaTa;

€) KoA CTpaHbl NPOUCXOXAEHUS NNIEKAapPCTBEHHOrO NpenapaTa;

X)  naeHTUdUKaAUMOHHLIA  HOMep  Hanoronnatenbuwmka cybbekta obpaweHus
neKapCcTBeHHbIX CpeacTB, OCYLeCTBAAKWEro BBO3 W JAeKNapupoBaHuWe NeKapCTBEHHOro
npenapara;

3) KOA 3asIB/IEHHOI TaMOXEHHOM npoueaypbl B COOTBETCTBUM C KiaccudukaTopom
BMAOB TaMOXEHHbIX npoueayp;

W) OaHHbIE O BblMyCKe AN8 BHYTPEHHeEro noTpebneHns nekapcTBeHHOro npenapara.

8. CncTeMa MOHMTOPMHra B Lensx npeaynpexaeHus u npecedyeHus npecTynieHuin m
aAMUHUCTPATUBHbIX MpPaBOHapYLUEHWIA, OTHECEHHbIX K KOMMETEHLMN TaMOXEHHbIX OpraHoB
Poccuinckon depepaumn, ocywectsnseT nepegadyy B EAWMHYIO aBTOMATM3MPOBAHHYHO
NHMOOPMALIMOHHYIO CUCTEMY TaMOXEHHbIX OpraHoB MO 3amnpocy cneaylowme cBeaeHUs o
NeKapCTBEHHbIX NMpenapaTax, BBE3EeHHbIX Ha TeppuToputo Poccuinckon degepaummn:

a) wnaeHTMdMKALMOHHBLIA  HOMep  Hasoronnatenbuwmka cybbekTa  obpalweHus
NeKapCTBEHHbIX CpPeAcTB, OCylecTBaswowero BBo3 B Poccuickyio ®depepaunio  w
JeKnapupoBaHue nNeKapcTBEeHHbIX NpenapaTos;

6) KoA CTpaHbl NPOUCXOXAEHMUS NIEKapCTBEHHOrO nNpenapara;
B) rnobanbHbIn MAEHTUDUNKALNOHHBbIA HOMEP TOProBoi eanHULbI;

r) cepunHbli rnobanbHbli UAEHTUDUKALUMOHHLIA HOMEpP TOProBOW eAMHUUbI U
rpynnoBOM KOA TrPYyMMnoBOM YMakKOBKM, B KOTOPON HaxoAUTCS BBeAeHHbin B o060poT
NIeKapCTBEHHbIN nMpenapar;

[1) CTaTyC NeKapCTBEHHOro npenapaTta B CUCTEME MOHUTOPUHTA;

€) nepeyeHb CepUMHbIX rNnobanbHbIX WUAEHTUPUKALUNMOHHBIX HOMEPOB TOProBom
€AVHMNLbI, CoAepXKaLLMXCS B rPynnoBOi yNakoBKe.

MpunoxeHne N 2

K MONOXEeHUI0 0 CMCTEME MOHUTOPUHIa
ABWXEHUS nekapCTBEHHbIX NpenapaToBs
AN MeANUMHCKOro npuMeHeHuns

NEPEYEHb
CBEOEHWN, NPEOCTABNAEMBIX MPU OMUCAHUU NEKAPCTBEHHbIX
NPEMNAPATOB And MEOULUUHCKOIO NPUMEHEHUA CYBBEKTAMU
OBPALLEHUA NEKAPCTBEHHbIX CPEACTB B UH®OPMALIMOHHbIU
PECYPC, OBECNEYMBAIOLLUUA YYET U XPAHEHUE JOCTOBEPHbIX
OAHHbIX O TOBAPAX MO COOTBETCTBYIOLLEN
TOBAPHOW HOMEHKNATYPE



1. ToproBoe HaMMeHOBaHME JNIEKAPCTBEHHOr0 nMpenapata A4l MeauUMHCKOro
npuMeHeHus (ganee - NeKapCTBEHHbIN Npenapar).

2. bpeHa (ToproBas mapka).
3. HomMep perncrpaunoHHOro y4oCToBepeHus IeKapCTBEHHOro npenaparTa.
4. [aTta rocyaapCTBEHHOM perncrpaumn nekapcTBEHHOro npenapara.

5. HauMmeHoBaHue pgepxaTens WM Bragenbla PEerncTpaumMoHHOro YyAOCTOBEPEHUS
NeKapCcTBEHHOro npenaparTa.

6. Aapec naepxatens  WAM  BNaAenbua  pPerncTpauMoHHOro  YAOCTOBEPEHUSA
NTEKAPCTBEHHOro npenapara.

7. MexayHapoaHoOe HenaTeHTOBaHHOE HaMMeHOBaHME fieKapCTBEHHOro npenaparTa.
8. JlekapcTtBeHHas dopmMa.
9. KonnuecTtBo eauHuUL, n3MepeHns AO3UPOBKKM JIEKApCTBEHHOro npenapara.

10. Tun BTOpUYHON (MOTpPebuTENbCKOM) YMaKOBKW JieKapCTBEHHOro npenapaTta (B
Ccny4yae ee OTCYTCTBUS - MEPBUYHON YNAaKOBKM NEKapPCTBEHHOrO npenapara).

11. MaTtepunan BTOpMYHOM (NOTPEOUTENLCKOI) YNaKoOBKN NeKapCTBEHHOro npenaparta (B
cny4yae ee OTCYTCTBUS - MEPBUYHON YNAaKOBKWN NIEKapCTBEHHOro npenapara).

12. KonundyectBo (Mepa) nekapCTBEHHOro npenapaTta BO BTOPUYHOM (NOTpebUTENbCKON)
ynakoBKe NeKkapCcTBEHHOro npenaparta (B cnyvae ee OTCYTCTBMS - B MEPBUYHOM YMaKOBKe
neKapcTBEHHOro npenapaTa).

13. Hanwuuyme BHYTpU BTOpUYHON (NOTPEOBUTENBCKOM) YMNAKOBKW NleKapCTBEHHOIO
npenapata HeMapKMUpOBaAHHOM MNEPBMYHON YMNAaKOBKM JieKapCTBEHHOro npenapata (npwu
HaM4YMmn BTOPUYHOM (NOTpebunTenbCKOn) YNakoBKM NEKApPCTBEHHOrO npenapara).

14. OnucaHme  BIOXEHHOW BO  BTOPUYHYKD  (MOTPEObUTENbCKYK)  YNaKoBKY
neKapCTBEHHOro npenapata HEMapKUpPOBAHHOM MEepBMYHON YMNaKOBKW NIEKAapPCTBEHHOro
npenapara.

15. HanmeHoBaHue dacoswmka (ynakosuwmka) (3anosiHAETCSA B C/lydae OCYLWECTBEHUS
dacoBkn (ynakoBkmn) Ha TeppuTopun Poccuiickon ®epepauunn).

16. Agpec dacoswmnka (ynakoBlMKa) BO BTOPUUHYHO (NOTPeEBUTENbCKYIO) YMNaKOBKY
neKapcTBeHHOro npenapata (B Cclyyae ee OTCYTCTBMS - TMEPBUYHYKD  YMaKOBKY
NleKapCTBEHHOro npenaparta) (3anofiHAeTCca B c/iy4ae ocyllecTBieHns dacoBkn (yrnakoBKK)
Ha TeppuTopumn Poccuiickon ®eaepaumn).

Mpunoxenne N 3

K MOMOXEHUI0 O CUCTEME MOHUTOPUHIa
ABWXEHUS NeKapCTBEHHbIX NpenapaToB
AN MeANLUMHCKOro MpUMeHeHus

CBEOEHMUA,

NMPEACTABNAEMbIE CYBBEKTAMU OBPALLEHUA NEKAPCTBEHHbIX
CPEACTB B CUCTEMY MOHUTOPUHIA ABWXXEHUA NEKAPCTBEHHbIX
MPEMAPATOB ANnA MEOAUWLMHCKOIO NPUMEHEHUA NP BBOAE B OBOPOT
NEKAPCTBEHHbIX NMPEMAPATOB AnA MEOULUUWHCKOIO NPUMEHEHUA



|. CBegeHMA 0 nekapCcTBeHHbIX NpenapaTtax Ana MeguLUHCKOro
NPUMEeHeHnsA, NPou3BeAeHHbIX Ha TeppuTopumn Poccumckon
deagepauun, npeacraBnsieMbie CyobeKkTramm obpalieHus
NeKapCTBEHHbIX CPeACTB B CUCTEMY MOHMTOPUHIra ABUMXKEHUSA
NeKapCTBEHHbIX NpenapaToB ANt MeAULIMHCKOro NPpUMeHeHus

1. CybbekTbl obpalleHns nekapCTBEHHbLIX CPeAcCTB Mpu 3aBeplleHunn ctagum dhacoBku
(ynakoBKku) nekapCTBEHHbIX MnpenapaTtoB ANs MeAUUUMHCKOro npuMeHeHuns (panee -
neKapcTBeHHble npenapaTbl) BO BTOPUUHYO (NOTpebuTenbcKy) ynakoBKY NeKapCTBEHHOro
npenapata (B ciy4ae ee OTCYTCTBUA - MEPBUYHYIO YMNAKOBKY JIeKapCTBEHHOro rnpenapaTta)
NnpeacTaBnsloT B CUCTEMY MOHUTOPUHIa ABUXEHWUS NeKapCTBEHHbIX MpenapaTos (Janee -
CMUCTEMA MOHUTOPUHIA) cneayowyo nMHGopMaLmMio B OTHOWEHUN KaXao TOProBon eamHuLbI
neKapCcTBEHHOro npenaparta:

a) AaTa coBeplleHus onepauuu;

6) VMAEHTUAUKAUMOHHBIA  HOMEp  HanoronsaTenbluuka cybbekta  obpalweHus
NeKapCTBEeHHbIX CpPeacTB, ocyuwecTeasawowero ¢dacoBky (ynakoBKy) NeKapCTBEHHbIX
npenapaTtoB BO BTOPUYHYLD (MOTPEOUTENBLCKYIO) YMaKOBKY JIeKapCTBEHHOro npenaparta (B
c/lyyae ee OTCYTCTBUS - NEPBUYHYIO YNAKOBKY JileKapCTBEHHOro npenapara);

B) agpec MecTa OCyLeCcTB/IeHUs AeATeNnbHOCTU, rae 6bia 3aBeplueHa ctaaus dacoBku
(YynakoBKW) NeKapCTBEHHbIX MpenapaTtoB BO BTOPUYHYL (MOTPeBUTENLCKY) YMNakoBKY
NneKkapcTBeHHoro npenapata (B Cc/llyyae ee OTCYTCTBMS - TMEPBUYHYI  YMaKOBKY
NeKapCcTBEHHOro npenapara);

r) TMN NpoOM3BOACTBEHHOrO 3aKa3a (KOHTPaKTHOe nian cobCcTBEHHOE NPOU3BOACTBO);

A)  WAEHTUDUKALUMOHHBLIA  HOMEp  Hasoronnatenbwmka cybbekta  obpalleHus
NIeKapCTBEHHbIX  CpeAcCTB, SBASKOWErocs  3aka3uYMKOM  KOHTpakTHoro (nmoapsigHoro)
npousBoacTea (B  cnyyae npeacrtaBneHms  wmHdbopmaumm  cybbekTtoM  obpalleHus
NeKapCTBEHHbIX CPeACTB, OCYLLECTB/ISAIOWMM KOHTpakTHoe (NoapsAHoe) Npomn3BOACTBO);

e) rnobanbHbin MNAEHTUDUKALMOHHbBIA HOMEep TOProBOM eAWHWUUbI JIeKapCTBEHHOro
npenapara;

) HOMep NpoOn3BOACTBEHHOI CEPUM NEKAPCTBEHHOrO Npenapara;
3) AaTa UCTEeYEHUS CpoKa roIHOCTU IEKAPCTBEHHOMO Npenapara;

M) cepunHbln  rnobanbHbIN  MAEHTUDUKALMOHHLIN  HOMEp TOProBOM eaAuHUUBbI,
MPUCBOEHHbLIN BTOPMYHOW (NOTpebuTenbCKOW) YyNakoBKe JeKapCTBeHHOro npenapata (B
c/lyyae ee OTCYTCTBMS - MEPBUYHOM YMaKoOBKe JIeKapCTBEHHOIO npenapaTa).

2. CybbekTbl obpalleHnUss NeKapCTBEHHbIX CpPeACTB MNpU  3aBEpLUEHUN CTaauu
BbIMYCKalOLEro KOHTPONS KayecTBa MNPeACTaBfSAOT B CUCTEMY MOHWUTOPMHIA CAeayHoLLYH
MHPOPMaLKNIO O BbIMYCKE FOTOBOM MNpPOAYKUMM B OTHOLUEHMW KaXXAOW TOProBOM eanHULbI
neKkapCcTBeHHOro npenaparta, NpoM3BeAeHHON Ha TeppuTopun Poccuinckon depepaumu:

a) AaTa COoBepLUEeHMs onepaumu;

6) WAEeHTUDMKAUMOHHBLIA  HOMep  Hasoronnatenbuwumka cybbekTa  obpaleHus
NeKapCcTBeHHbIX CPeAcTB, OCYLLUECTBSAOLWEro perucrpaumio CBefeHuUr O BbiMyCcKe roTOBOM
npoayKunmn;

B) agpec MecCTa OCYLWECTB/IEHUSa AesTeNnbHOCTU CcybbekTa obpalleHns nekapCTBEHHbIX
CPeAcCTB, OCYLWECTB/SOWEro permncTtpaunto CBeaeHuim o BbiMyCKe roTOBOM NPOAYKUNU;



r) BUA AOKYMEHTa O MOATBEPXAEHUW COOTBETCTBUS - CepTUdUKAT COOTBETCTBUS WU
Aeklapaums 0 COOTBETCTBUMU;

[l) PEKBU3UTbI JOKYMEHTA O NOATBEPXAEHMUM COOTBETCTBMSA (AaTa u HoMep);

€) CcepuiHbIn rnobanbHbll  MAEHTUDUKALMOHHBIA HOMEp TOProBoM eguHULbl Wn
rpynnoBoM KoA YMNaKOBKM, B KOTOPOM HaXoAWUTCS BbiNYLUEHHbIX B 0B60pPOT NeKapCTBEHHbIN
npenapart (B c/ly4ae BbifMyckKa rpyrnnoBor YNaKOBKU LESIMKOM).

Il. CBeaeHus, npeacraBnsieMble cybbekTamu obpalleHus
nekapcTBeHHbIX CPeACTB B CUCTEMY MOHMTOPUHrA,
O NeKapCTBeHHbIX Npenaparax, NPou3BeAeHHbIX
3a npegenamm Tepputopun Poccunckon Pegepauun

3. CybbekTbl 06palleHns NekapCTBEHHbIX CPEACTB NpPU 3aBEPLUEHUN MPON3BOACTBEHHOM
CTagMn BbIMYCKAOLWEro KOHTPONAS KayecTBa MpeacTaBnsloT B CUCTEMY MOHUTOPWHIA
cnegyouwyo MHGOpMaUMio B OTHOLWEHUM KaXAoW eanHWUbl JieKapCTBEHHOro npenapara,
Nnpou3BeAEHHOWM 3a Nnpeaenamm tepputopumn Poccuiickon depepaunn:

a) AaTa COoBepLUEeHMs ornepaumu;

6) Kkoa HanoronnatenbliMka AepxaTtensa WAM  BAagenbua  perucrpauuMoHHOro
yAOCTOBepeHus NleKapCTBEHHOro npenapara B CTpaHe perucTpauum nunéo
NAEHTUDUKALNOHHbIN HOMep HanoronsaTenbluKa (ans cybbekTa obpaleHus
NeKapCcTBeHHbIX CPeAcCTB, SABASAOWErocs opraHusaumen, npu3HaBaeMOW  HaNoroBbiM
pe3ngeHToM Poccuinckon ®depepaumu, U MHAMBUAYasSbHbIM MnpeanpuHUMaTeneMm, WAM Ans
npeactaBuTenbCcTBa cybbekTa obpalleHnss nekapCTBEeHHbIX CpeAcTB Ha  Tepputopumn
Poccuiickon ®epepaunn);

B) KOA CTpaHbl perncrtpaumu JaepxaTtens WAnM Bragenbua perucrpaumoHHOro
yOOCTOBEPEHUS JleKapCTBEeHHOro npenapata (ana cybbekTa obpaleHnsa nekapCTBEHHbIX
CpeacTBs, SBASAIOLWErocs WHOCTPAHHOW oOpraHuM3aunen, He npu3HaBaeMoW HaNoroBbIM
pe3ngeHToM Poccunckon degepaurvn M He MMeloWwen npeacrtaBuTeNbCTB Ha TeppUTOpUMn
Poccuitckon ®eapepaumnn);

r) Koh Hanoronnatenbwmka cybbekTa obpalweHns nekapCTBEeHHbIX CPeacTs,
ocywectBasiowero ¢dacoeky (ynakoBKY) JeKapCTBEHHbIX MpenapaTtoB BO BTOPUYHYIO
(noTpebuTenbCcKy) YyMNakoBKY J1EKApPCTBEHHOro npenapata (B ciyyae ee OTCYTCTBUSA -
NEPBUYHYIO YNaKOBKY JIeKapCTBEHHOIro npenaparta), B CTpaHe perncrpauum;

) KOA CTpaHbl pernctpaunm cybbekTa obpalleHUs JIEKApCTBEHHbIX CPeACTB,
ocyuwectensitowero ¢dacoBky (ynakoBKYy) JIEKAPCTBEHHbIX TMpenapaTtoB BO BTOPUYHYIO
(noTpebuTenbcKkyto) YMakoBKY JIeKAapCTBEHHOro npenapaTta (B cny4vyae ee OTCYTCTBUSA -
NepBUYHYIO YMAKOBKY SIeKapCTBEHHOro npenapaTa);

e) HamMmeHoBaHMe cybbekTa obpalleHus nekapCTBEHHbIX CpencTB, OCYLECTBAAKLWEro
c¢dacoBky (ynakoBKYy) JseKapCTBEHHbIX MpenapaTtoB BO BTOPUYHYK (NOTpebuTenbckyto)
yNakoBKYy NeKapCTBEHHOro npenapata (B cnyyae ee OTCYTCTBUS - MEPBUYHYHK YMaKOBKY
neKapCcTBEHHOro npenapaTta);

X) KoA HanoronnatenbluMka cybbekTa obpaleHuss JIeKapCTBEHHbIX CPeACTB,
OCYLLECTBMSIOLWErO MPOM3BOACTBEHHYIO CTaAMIO BbIMyCKAKOWEro KOHTPONS KadecTBa, B
CTpaHe perucrpauum;

3) KOA CTpaHbl perucTpaumm cybbekTa obpalleHust JieKapCTBEHHbIX CPeACTB,
OCYLLECTB/SIOLErO NPON3BOACTBEHHYIO CTaAMIO BbIMyCKaOLWEro KOHTPO/IS KayecTBa;

M) HanMeHoBaHUe CY6'beKTa O6anJ,eHMF| NeKapCTBEHHbIX CpeACTB, OCYyLWECTBNIAOLWEro
BbII'IYCKa}OUJ,VIM KOHTPOJ/1Ib Ka4€eCTBa,



K) rnobanbHbli MOAEHTUPUKALNOHHbBIA HOMEP TOProBOM eanHULbI;
1) HOMep NpomM3BOACTBEHHOW CEPUM IEKAPCTBEHHOrO NpenaparTa;
M) AaTa UCTeYeHUs Cpoka rogHOCTM NeKapCcTBEHHOro npenapaTa;

H) cepunHbln  rnobanbHbIN  NMAEHTUDUKALMOHHLIA  HOMEp TOProBOM eaAWHUUBbI,
MPUCBOEHHbLIN BTOPMYHOW (NOTpebuTenbCKOW) ynakoBKe JeKapCTBeHHOro npenapaTta (B
c/lyyae ee OTCYTCTBMS - NEPBUYHOM YMaKoOBKe JIEKAapCTBEHHOIO npenapaTa).

lll. CBegeHus, npegcraBnsieMble cy6bekTaMm obpalueHus
neKapcTBEeHHbIX CPeACTB B CUCTEMY MOHUTOPUHra,
0 NneKapCcTBeHHbIX Npenaparax, BBO3UMbIX
Ha TeppuTopuio Poccuitckon Degepaumm

4. CybbekTbl 06palleHuss JNeKapCTBEHHbIX CPEeACTB MpU  3aBEpLIeHUN OTrpy3Ku
NeKapCTBEHHbIX npenapatoB B Poccuiickyto ®deaepaunto npeactaBnsioT B CUCTEMY
MOHUTOPUHIA c/ieayrwy WUHGOOPMALMIO B OTHOLUEHUU KaXAOW eAUHULbI NeKapCTBEHHOro
npenapaTa:

a) AaTa COoBepLUEHMSs onepaumu;

6) ko4 HanoronnaTtenbliMKa AepXxatens WM Bnagenbua  perncTpaumoHHOro
yAOCTOBEpEHUS NleKapCTBEHHOr0 npenapara B CTpaHe pernmcrpaumm nnbéo
MAEHTUMOUKALMOHHBIN HoMep HanoronnatenbWwmKa (ans cybbekTa obpalueHuns
NIeKapCTBEHHbIX CPeAcTB, SABASOWEroca opraHmsaumen, npuv3HaBaeMoOM HaNOroBbIM
pe3ngeHToM Poccuinckon ®depepaunn, U nMHAMBUAYASIbHLIM MpeanpuUHMMaTeneMm, WnM Ans
npeacTtaBuUTeNnbCTBa CybbekTa obpalleHnss neKapCTBEHHbIX CpPeAcTB Ha Tepputopumn
Poccuiickon ®epepaunn);

B) KOA CTpaHbl perucTpaumu agepxaTtens WM Bnagenbua perncrpaumoHHOro
yOOCTOBEPEHUS NeKapCTBEHHOro npenapata (ans cybbekta obpalleHus neKapCTBEHHbIX
CPeAcCTB, SB/AIOWErocsd WHOCTPAHHOM oOpraHu3auuein, He Npu3HaBaeMOW HaNOroBbIM
pe3naeHToM Poccuinckoinn deagepaumnm U He WMMeEKLWer MNpPeacTaBUTENbCTB Ha TeppUTOPUM
Poccuinckon degepaunmn);

r) Koa HanoronnaTesnblinKa, ABNSAILEroca NpPoAaBLOM JIEKAPCTBEHHbLIX NpenapaToBs, B
CTpaHe perucrpauum;

[l) KOA CTpaHbl perucTpaumm npoaaBLa JIeKapCTBEHHbIX MpenapaTos;

€) MAEHTU(MUKAUMOHHbIA  HOMep  HajnoronnaTtenblmnka cybbekta  obpauweHus
NeKapCTBEHHbIX CpPeAcCTB, SABASKOWErocs MnoKynaTeneM JfeKapCcTBEHHbIX MpenapaTtoB B
Poccuiickon degepaumnn;

XX) PEKBU3UTbl MEPBUYHOr0 AOKYMEHTA, SBAAKLWErocs OCHOBAHWMEM Af8 OTrPYy3KM
JIeKapCTBEHHOro npenapata B Poccuinckyto deaepaumio;

3) cepuiHbln rnobanbHbln  MAEHTUPUKALWMOHHBIN HOMEp TOProBoM eAuHULbl WK
rpynnoBOM KOA rpynrnoBOM YNakoBKW, B KOTOPOM HaxXoAoMTCs 3TOT JieKapCTBEHHbIN npenapart
(B cny4yae oTrpy3Ku rpynnoBoi YNaKOBKMW LLESIMKOM).

5. CY6'beKTbI 06anJ,eHMFI NEKapCTBEHHbIX CpPeACTB MNpu OCyWweCcTBIEHNN BBO3a U
pa3MeWeEHNA NeKapCTBEHHbLIX MPeEnapaTtoB Ha TEPPUTOPUN CKJlada BPEMEHHOIo XpaHEHUsA
Win B 30HE TAMOXEHHOINo0 KOHTPOJZIA NpeactaBndroT B CUCTEMY MOHUTOPUHIa Ccnegyroulyro
VIHCbOpMaLI,VIIO B OTHOLUIEHUWN KaXKA0W eanHULbI NEKApPCTBEHHOIO nNpenaparta.

a) AaTa CoBepLUeHUs onepauuu;

6) KoA HanoronnaTeNblMKa B CTPaHE PErncTpaumm unum naeHTU@PUKauUnoHHbIA HOMep
HanoronaaTesnblinka cybbekTa obpalleHns JIEKapCTBEHHbIX MPenapaToB, OCYLIECTBASIOLENO



BBO3 JIeKapCTBEHHbIX MNpenapaTtoB Ha Tepputopuio Poccuiickon depepaunmm (ona cybbekTa
obpalleHnss NeKapCTBEHHbIX CPEACTB, SBMSAKOWErocss opraHusaunen, npu3HaBaemomn
HanoroebIM pe3maeHToM Poccuiickon ®depepaumuv, U MHAMBUAYaNbHbIM MpeanpuUHUMaTeneM,
Wnn ang npeacrasuMTenbcTBa cybbekTa obpalleHus fnekapcTBeHHbIX CPeACTB Ha Tepputopumn
Poccuinckon depepaunm);

B) KOA4 CTpaHbl peructpaunmm cybbekta obpaleHns nekapCTBeHHbIX CpeacTs,
OCYLLeCTBASIOWEro BBO3 JIeKApCTBEHHbLIX MNpenapaTtoB Ha Tepputopuio Poccuinckom
Qepepaumn (AN cybbekta obpaweHns  NekapcTBEHHbIX CpPeAcTB,  SABASOLWerocs
WHOCTPaHHOM oOpraHms3auuen, He npu3HaBaeMoON HanorosbiM pe3naeHToM Poccuinckomn
degepaumn U He UMeLWEN NpeacTaBUTENbCTB Ha TeppuTopuun Poccuinckon ®depepauun);

r) Koa TaMOXEHHOro opraHa W perucTtpaumoHHbIn HoMep cknaga (agapec MecTa
HaxoXAeHUs ToBapa COrnlacHO AeKaapauun Ha ToBaphbl);

) Koa HanoronnaTenblinKa, SBASIOLIErOCs NpoAaBLIOM NEKAPCTBEHHbIX MpenapaTos, B
CTpaHe perncrpaumu;

€) KOA CTpaHbl perncrpauum npoaasLa nekapCTBeHHbIX npenapaTtos;
X) TN Aorosopa;

3) PpEeKBU3UTbI MEPBUYHOr0 [AOKYMEHTa, SBMSIOWErocs OCHOBaAaHMEM AN BBO3a
JlIeKapCTBEHHOro NpenapaTa Ha TeppuToputo Poccuinckon ®eapepaummn (aata n Homep);

M) CepuiHbIn rnobanbHblil MAEHTUPUKALMOHHBIA HOMEp TOProBOW eAMHWUUbI WUNun
rpynrnoBoOn Ko rpynnoBOW YMakoOBKW, B KOTOPOM HaxoAMTCS 3TOT JIeKapCTBEHHbIA NpenapaTt
(B cnyyae BBO3a rpynnoBOMN YNaKOBKWU LLEeIMKOM).

6. CybbekTbl oObpalleHuss eKapCTBEHHbIX CpeaAcCTB, OCYLIECTBAAKOWNE nepeaavy
NIeKapCTBEHHbLIX MpenapaTtoB, MOMELWIEHHbIX N0oA4 TaMOXEHHYI npoueaypy TaMOXEHHOro
cknaga, ApyromMy cobCcTBeHHUKY (CcMeHe Ccob6CTBEHHMKA), MNpeacTaBnsAlOT B CUCTEMY
MOHUTOPUHra cneaylowy MHOOpMaLMio B OTHOLWEHMU KaXKAOM eAUHMLUbI JIeKapCTBEHHOro
npenapara:

a) AaTa CoBepLUEHNS onepauuu;

6) Koo HanoronnatenblWMKa B CTpaHe perncrpaumm mam MaeHTUAOUKALMOHHbLIA HOMEp
HanoronnaTenbwmka cybbekTa obpalleHUs JieKapCTBEHHbIX CPeACTB, OCYLECTBASAIOLWEro
nepegavy NeKapCcTBeHHbIX npenapatoB (418 cybbekTa obpalleHns neKapCTBEHHbIX CPeACTB,
SABMAIOWErocs opraHusauumen, npusHaBaeMol HasnoroebiM pe3uaeHToM  Poccuickon
degepaumn, N HAMBUAYaNbHbIM NpeanpuHUMaTesneM, UK AN NpeacTaBuTeNnbCTBa CybbekTa
obpallleHns nekapCTBEHHbIX CPEACTB Ha TeppuTopun Poccuiickon ®eaepauunn);

B) KOA4 CTpaHbl peructpaunmm cybbekta obpaleHns neKapCTBEHHbIX CPeacTs,
OCYLLECTBNAOWEr0 nepeaady JAeKapCTBEHHbIX npernapatoB (ans cybbekTa obpaleHus
NeKapCTBEHHbIX CPeacCTB, SBASAKOWErocss MHOCTPaHHOM OpraHmM3auuen, He npu3HaBaemok
HanoroebIM pe3naeHTOM Poccuiickon ®degepaunmm M He MMeEOWen npeacTaBUTeNbCTB Ha
Tepputopumn Poccuiickon depepaumn);

r) wmnaeHTUdUKaUMOHHbBI  HOMep  HanoronnaTtenbwmka cybbekta  obpalleHus
neKapCcTBEHHbIX CPeACTB, OCYLLEeCTBASALWEro NpueMKy NeKapCcTBEHHbIX NpenapaTos;

A) PEeKBU3UTbI MEPBUYHOr0 [AOKYMeHTa, SBAAIOLWErocsd OCHOBaHMEM And nepefayu
neKapcTBeHHOro npenaparta (4ata n HoMmep);

€) cepuirHbii rnobanbHbin  NAEHTUDUKALMOHHBIA HOMEP TOProBOW eauHUUbl Wn
rpynnoBoOn Ko rpynnoBOM YMNAKOBKW, B KOTOPOM HaxoAMTCS 3TOT /IeKapCTBEHHbIM npenapaTt
(B cny4yae nepegayn rpynnoBOn YNaKOBKU LEMKOM).

7. CybbekTbl obpalleHnsi fIeKapCTBEHHbIX CPeACTB, KOTOPbIM OCyLleCTBfIeHa nepenada
npaB COBGCTBEHHOCTW J1IeKAPCTBEHHOro npenapaTta, MNOMELLEHHOrO Mo TaMOXEHHYO
npoueaypy TaMOXeHHOro ckflaga, npy NOATBEPXAEHUN CBEAEHWUI, COAEPXKALLMXCS B CUCTEME



MOHUTOPWHIFAa O nMepefaHHblX NEKApPCTBEHHbIX Mpenapatax, MNpeAcCTaBNAlT B CUCTEMY
MOHUTOPWUHIa CreAyrLllyo MHDOPMALMIO B OTHOLUEHUM KaXAOW eAWHWULbl JIEKapCTBEHHOrO
npenapara:

a) AaTa coBepLlleHusl onepaumu;

6) MAEHTUMUKAUMOHHbBIA  HOMep  HanoronnaTtenbluka cybbekTta  obpauweHus
NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBASAIOLWEro NpUeMKy NeKapCcTBEHHbIX NpenapaTos;

B) KOA HanoronjaTtesblunMka B CTpaHe perucrpaumn uan MaeHTUPUKAUNMOHHBIN HOMep
HanoronnaTenblwmka cybbekTa obpalleHus JieKapCTBEHHbIX CPeAcCTB, OCYLECTBASOLWEro
nepefady NeKapCTBEHHbIX nNpenapatoB (A1 cybbekTa obpalleHns nekapCTBEHHbIX CPeACTB,
ABNAOWErocss oOpraHuM3auuein, npu3HaBaeMOW HaNIOrOBbIM  pe3naeHToM  Poccuiickom
denepaummn, U MHAMBMAYANbHLIM NpeanpUHUMaTENEM, UNKU ANS NpeacTaBuUTeNbCTBa CybbekTa
obpalleHns nekapcTBeHHbIX CPEeACTB Ha Tepputopumn Poccuiickon depepaumn);

r) Ko4 CTpaHbl peructpauum cybbekTa obpalleHus feKapCcTBEHHbIX CPeacTs,
OCyLlecTBAsOWEro nepefavy JnekapcTBeHHbIX MpenapatoB (4ns cybbekta obpaweHus
NeKapCcTBeHHbIX CpeacTB, SBAAKOWErocs WMHOCTPaHHOW OpraHumsauuven, He npu3HaBaemol
HanoroebIM pe3naeHTOM Poccuiickon ®depepaunmm M He MMeEKOLWen npeacTaBUTeNbCTB Ha
Tepputopumn Poccuiickon deaepaumn);

A) cepuiHblh  rnobanbHbIn MAEHTUDUKALUMOHHBIA HOMEp TOProBOW eAWMHMLbI WK
rpynnoBon Ko rpynnoBON YMakoOBKW, B KOTOPOM HaxOoAMTCS 3TOT JieKapCTBEHHbIA nNpenapaT
(B cny4yae nepegayun rpynrnoBoi ynakoBKU LLeSIMKOM).

8. CybbeKkTbl 0bpalleHns NeKapCTBEHHbIX CPEACTB MPU MEPEMELLEHUN JIEKAPCTBEHHbIX
npenapaToB AN MEAWUMHCKOro TMPUMEHEHUS MexXAy 30HaMW TaMOXEHHOro KOHTPONs
npeacTaBnsioT B CUCTEMY MOHUTOPUHra CrAeaylly WHGOPMauMio B OTHOLIEHUWU KaXXAoW
eaVHULbI IEKapCTBEHHOMO NpenaparTa:

a) AaTa COBepLUEHMSs ornepaumu;

6) koA HanoronnaTtenblinka B CTpaHe perncrpauum uam MaeHTUdPUKALMOHHbIN HoMep
Hanoronnatenblwmka cybbekTa o6palleHust NIeKapCTBEHHbIX CpeacTB, OCYLLECTBASOWEro
nepeMelleHme neKapCTBeHHbIX npenapaToB (ans cybbekTa ob6palleHns neKapCTBEHHbIX
CpeacTs, SIBASAMOLLIErocs opraHusauunen, npuMaHaBaeMoi HaNoroBbIM pes3naeHToM Poccuinckom
depepaumn, U MHANBUAYANbHLIM NpeanpuUHUMaTENeM, U ANa NpeacTaBUTeNbCTBa CybbekTa
obpalleHnsa NeKapCcTBEHHbIX CPeACTB Ha TeppuTopum Poccuiickoin deaepaunn);

B) KOA CTpaHbl pernctpaunmm cybbekta obpalleHnss neKapCTBEHHbIX CPeacTs,
ocyulecTBasirollero nepeMelleHme (ana cybbekta obpaleHus neKapCTBEHHbIX CpeacTs,
ABNSIOWErocs MHOCTPAHHOW OpraHusauunein, He TMpu3HaBaeMol HaNoroBbIM pPe3NAEHTOM
Poccuiickonn ®degepaumm nU He MMeOWEN NpeancTtaBuUTENbCTB Ha Tepputopun Poccumnckom
denepaumnn);

r) Ko4 TaMOXEHHOro opraHa M perMcTpaumMoHHbIN HOMEp cKnaaa oTrpy3ku (aapec mMecTa
Hax0XAEeHUS ToBapa COr/laCcHO JAeknapaunyM Ha ToBapbl, M3 KOTOPOr0 OCYLECTB/ISIETCS
nepeMeLleHne);

A) KOoA4 TaMOXEHHOro opraHa M perMcTpaumMoHHbIN HOMEpP CKlaga npueMku (agpec MecTa
HaxoXAeHnsa ToBapa, B KOTOpPOe OCYLIECTBASETCS nepemMelleHme);

e) cepuiHbli rnobanbHbIl MAEHTUDUKALUOHHBI HOMEep TOpProBoW eAuHWUUbl Wan
rpynnoBOM KOA rpynrnoBOM YyNakoBKW, B KOTOPOM HaxXoAMTCS 3TOT JieKapCTBEHHbIN npenapart
(B cnyyae nepeMelleHnsa rpyrnnoBOM YNaKOBKN LESTMKOM).

9. CybbekTbl obpalleHns NeKapCTBEHHbLIX CPEACTB MPU MPUHATUM pELUEHUS O BbIMyCKe
NIeKapCTBEHHbIX MNpenapaTtoB AN BHYTPEHHero noTpebneHusi, MNpUHSATOrO0 TaMOXEHHbIMU
OopraHamm, NpeacTaBnsAlOT B CUCTEMY MOHUTOPUHIA CAeayowWyo MHMOPMauMio B OTHOLUEHUHN
Ka)A4oW TOprosoi egnHULbl NeKapCTBEHHOro npenapara:



a) AaTa COoBepLUEHMSs onepaumu;

6) MAEHTUMUKAUMOHHBIA  HOMEep  HanoronnaTenbliuka cybbekTta  obpauweHums
NIeKapCTBEHHbIX CPeACTB, OCYLIECTBMSAKOLWEro AeKnapnupoBaHMe fieKapCTBEHHbIX NpernapaTtoB
Ha TeppuTopun Poccuinckon degepaumu;

B) KOA4 TaMOXEHHOW npoueaypsbl;
r) Koa TaMOXEHHOro opraHa;
) PEKBU3NTbI TAaMOXEHHOW AeKfapaunm Ha neKkapCTBEHHbIM npenapar;

e) TaMOXeHHas CTOMMOCTb JIEKapCTBEHHOro rmnpenapata CcornacHo JAeknapaunu Ha
NTEKAPCTBEHHbIN Npenapar;

X) cepuiHbidi rnobanbHbin  MAEHTUMDUKALNOHHBIA HOMEp TOpProBoW eauHUUbl Uan
rpynnoBOM KOA rpynrnoBOW YyrNakoBKW, B KOTOPOW HaxXoAUTCS 3TOT JieKapCTBEHHbIN npenapart
(B cny4yae noMeLleHus No4 TaMOXEHHYI0 rnpoueaypy rpynnoBoi YNakoBKWU LENKOM);

3) BMA AOKYMEHTa O MOATBEPXAEHUU COOTBETCTBUSA - CcepTUdUKAT COOTBETCTBUS WU
AeKnapaunst 0 COOTBETCTBUU;

W) PEKBU3UTbI LOKYMEHTa O MOATBEPXKAEHNM COOTBETCTBUS (AaTa U HOMep).

10. Cy6beKkTbl 06palleHnsa NeKapCTBEHHbIX CPEACTB NPU NepeMELLeHUN NeKapCTBEHHbIX
npenapaToB M3 30Hbl TAMOXXEHHOIO KOHTPONA Ha dapMaueBTUYECKUI CKnaa NpeacTaBnaioT B
CUCTEMY MOHUTOPUHIa Creaylwy WHOOPMALUID B  OTHOLIEHUN KaXAOW eAUHULbI
NTEKApPCTBEHHOro Npenapara:

a) AaTa CoBepLUEHNA onepaunn,

6) wuvaeHTUdDUKAUMOHHBIM  HOMep  HanoronnaTtenblwuka cybbekta  obpaleHus
NIeKapCTBEHHbIX CpeacTB, OCYLECTBASAKOWEro BBO3 JieKapCTBEHHbIX MpenapaToB Ha
Tepputoputo Poccuinckon denepaunn;

B) aApec MecCTa OCYyLUeCTB/eHus AeaTenbHOCTU cybbekTa obpalleHus ieKkapCTBEHHbIX
CPEeACTB, OCYLLECTBSAIOLIEro BBO3 JIEKAPCTBEHHbLIX MpernapaTtoB Ha TeEppUTOpUo Poccuinckom
Odenepauunn;

r) KOA TaMOXEHHOro opraHa W PperucTpauMoHHbIA HOMEp TaMOXEHHOro ckKnaaa
OTrpy3Ku;

) pPEKBU3UTblI MEPBUMYHOIO [AOKYMEHTA, SABMSAIOLWIErOCS OCHOBAaHMEM AN MPUEMKMU
NTEKAPCTBEHHOro npenaparta Ha dapMaueBTUYecknin cknaa (aata u Homep);

€) CTOMMOCTb, YKa3aHHasl B CONpPOBOAUTENIbHON AOKYMEHTAUWM Ha TOBap, Ha OCHOBAHUMU
KOTOpON 0opMAsieTCs TaMOXEeHHas AeKaapauus, C y4eTOM TaMOXXEHHbIX MOWMH 1 cbopoBs
3a TaMOXeHHoe odopMiieHune;

) CepuiHbIN rnobanbHbIn NAEHTUMDUKALUMOHHBLIA HOMEP TOProBOM €AMHULUbI WK
rpynnoBOM KOA rpynrnoBOM YMakoBKW, B KOTOPOM HaxXogoMTCs STOT JieKapCTBEHHbIN npenapart
(B cny4yae npueMkn Ha dapMaueBTUYECKUI CKNaa rpynrnoBoi yNakoBKU LLEeSIMKOM).

11. CybbekTbl 06palleHUss JIEKApPCTBEHHbIX CPEeACTB MpU OCYLLECTBNIEHMU BBO3a
NIEKAPCTBEHHbIX MpenapatoB B Poccuiickyo ®deaepaumio M3 rocyaapctB -  YEHOB
EBpasuniickoro sKOHOMMYECKOro COl3a MPEACTaBNsAlOT B CUCTEMY MOHUTOPUHIa CNeayoLlyto
NHGPOPMaLNIO B OTHOLLEHUN KaXA0l TOProBoi eAnHULbI TIEKAPCTBEHHOIO Npenapara:

a) AaTa CoBeEpLUEHNA onepaunn,

6) Koa HanoronnatenbwuMka AepxaTtens wWaM  BAagenbua  pPerucTpauyMoHHOro
yAOCTOBEpeHUs NleKapCTBEHHOIo npenapaTta B CTpaHe perucrpauum nnu
MOEHTUDUNKALNOHHbIN HoMep HanoronsaTenbLlmnKa (ans cybbekTa obpaweHuns
NIeKapCTBEHHbIX CPEeACTB, SBMSAKOWErocss oOpraHuM3aumen, npu3HaBaeMOW  HaNOroBbIM



pe3naeHToM Poccuinckon ®depepaunun, MU MHAMBMAYANbHbIM NpeanpuHUMaTENneM, WAn AN
npeactaBuTenbCcTBa CcybbekTa obpalleHuss feKkapcTBEHHbIX CpeACTB Ha  TeppuTopum
Poccuinckon depepaunmn);

B) KOA CTpaHbl perucrpaunm gepxaTtensa WM Bhagenbua pPerncTtpaumoHHOro
YAOCTOBEPEHUS JfieKapCTBeHHOro npenapata (ons cybbekta obpalleHns nekapCTBEHHbIX
CPeAcTB, SBASAKOWErocss WHOCTPAHHOM oOpraHu3auuer, He nNpu3HaBaeMoOn HaNoroBbIM
pe3naeHToM Poccuinckonn depepaumn U He MMelLWer npeactaBUTENbCTB Ha TeppuUTOpUM
Poccuiickon ®epepaunn);

r) Kog HanoronnaTenblinKa, SBASIOLWErocs NpoAaBLOM JIEKAPCTBEHHbIX NpenapaTos, B
CTpaHe perucrpauuu;

[) KOA CTpaHbl perncrTpaunm npoaasLa jieKkapCTBEHHbIX NPenapaTos;

€) MAEHTUPUKAUMOHHBIA  HOMEp  HajnoronsaTenblinka cybbekta  obpauweHus
NeKapCcTBeHHbIX CpeacTB, SBASAKOWErocsa rnokynaTeneMm JfleKapCTBEHHbIX MpenapaTtoB B
Poccuinckon depnepaunm;

K) aApec MecTa OCYLUeCTBNEHUS AeAaTeNnbHOCTU cybbekTa obpallueHns neKapCTBEHHbIX
CpeAcTB, ABAAKOWErocs noKynaTeneM NeKapCTBEHHbIX npernapatoB B  Poccuitckomn
Odenepauunu;

3) PEeKBM3UTbl MEPBMYHOrO [OOKYMEHTa, SBASOLWErocs OCHOBAaHWMEM pAJ1 OTrpy3KM
NlekapcTBeHHOro npenapata B Poccunckyto ®egepaunto (4ata n Homep);

M) CepuiHbIn TnobanbHblil  MAEHTUPUKALNOHHBIA HOMEp TOProBOW eAMHWUUbI WUNKn
rpynnoBOM KOZA rpynrnoBOM YMakoBKW, B KOTOPOM HaxogMTCs STOT JieKapCTBEHHbIN npenapart
(B cny4yae OoTrpy3Ku rpynnoBoi yNakKoBKMW LIESIMKOM).

12. CybbekTbl o06paleHus JIeKapCTBEHHbIX CpPeaCTB Mpu  OCYLECTBNEHMM BBO3a
NIEKAPCTBEHHbIX MpernapaToB Ha TeppuToputo Poccuiickolh degepaumm M3 rocyaapcts -
yneHoB EBpasuiiCKOro 3KOHOMMYECKOro cot3a W pasMeleHnunM Ha ¢apMaLeBTUYECKOM
CKMage npeactaBAsitoT B CUCTEMY MOHWTOPMHIA CReayroLlyt MHQOpMaLMio B OTHOLUEHWUM
Ka)A4ol TOProBol eAnHULbI IEKAPCTBEHHOIO Npenapara:

a) AaTa CoBepLUEHNS onepauuu;

6) wuvaeHTUdDUMKAUMOHHBIM  HOMep  HanoronnaTtenblwuka cybbekta  obpalweHus
NIeKapCTBEHHbIX CpeacTB, OCYLECTBASAKOWEro BBO3 JIeKapCTBEHHbIX MpenapaToB Ha
Tepputoputo Poccuinckon denepaunn;

B) aApec MecCTa OCYLLeCTB/IeHUS AeATeNIbHOCTM cybbekTa obpalleHus NeKapCTBEHHbIX
CpeAcCTB, OCYLLEeCTBASIOLWEro BBO3 JIEKAPCTBEHHbLIX MpenapaToB Ha TeppuToputo Poccuinckonm
Qdepepauvn;

r) Koa HanoronnaTesnbliuKa, ABNSAILIEroca NPoAaBLOM JIEKAPCTBEHHbLIX NpenapaTos, B
CTpaHe perucrpauum;

[l) KOA CTpaHbl perucTpaumm npoaaBLa JIeKapCTBEHHbIX MpenapaTos;

€) pEeKBU3UTbl MEPBUMYHOrO [OKYMEHTa, SBMSAOWErocss OCHOBaHMEM A/ BBO3a
JIeKapCTBEHHOro NpenapaTa Ha TeppuToputo Poccuinckon ®eapepaummn (aata n Homep);

X) CTOMMOCTb JIEKQpCTBEHHOrO npenapata (C Y4YeTOM Hanora Ha [n[ob6aBfIEHHYHO
CTOMMOCTb) COrflacHO NEPBUYHBbIM AOKYMEHTaM;

3) CyMMa Hasnora Ha AobaBfieHHY0 CTOMMOCTb (B C/lyyae ecnn caenka obnaraercs Takum
Hanorom);

W) cepuiiHbli rnobanbHbI MAEHTUDUKALWMOHHBIN HOMep TOpProBOW eauHWLUbl UNu
rpynnoBOM KOA rpynrnoBOW ynakoBKW, B KOTOPOM HaXoAMUTCS 3TOT JieKapCTBEHHbIN npenapart
(B cny4yae BBO3a rpynnoBON YNakOBKU LLEIMKOM).



13. CybbekTbl obpalleHns neKapCTBEHHbIX CPeACTB Mpu OCYyLUeCTB/IeHMW BBOAA B
obpalieHne nekapCTBEHHbIX MNpenapaTtoB B paMKax BBO3a Ha TeppuTtoputo Poccuinckon
denepaumm U3 rocyaapcTs - YieHoB EBpasnimnckoro sKOHOMMYECKOro coto3a NpeacTaBasioT B
CUCTEMY MOHUTOPUHIa Cneaywy WHPOpMaUUD B  OTHOWEHUW KaXAoW eauHMLb
neKkapCcTBeHHOro npenapara:

a) AaTa CoBepLUEHNS onepauun;

6) wuvaeHTUdDUKAUMOHHBIM  HOMep  HanoronnaTtenblwuka cybbekta  obpaleHus
NIeKapCTBEHHbIX CpeacTB, OCYLECTBASAKOWEro BBO3 JieKapCTBEHHbIX MpenapaToB Ha
Tepputoputo Poccuinckon denepaunn;

B) agpec MecTa OCYLUECTB/IEHUS AessTeNbHOCTU cybbekTa obpalleHus NeKapCTBEHHbIX
CpeacTB, OCYLLECTBAAKOLWEro BBO3 JIEKAPCTBEHHbIX MpenapaToB Ha TeppuToputo Poccuiickom
Oepepaumnm;

F) BnA AOKYMEHTaA O NOoATBEPXAEHUU COOTBETCTBUA - CepTVICbMKaT COOTBETCTBUA WU
AEeKnapaunda o COOTBETCTBUMU,

[l) PEKBU3UTbI JOKYMEHTA O NOATBEPXAEHMUM COOTBETCTBMSA (AaTa u HoMep);

€) CcepuirHbIn rnobanbHbll  MAEHTUDUKALMOHHBIA HOMEp TOProBoM eauHUUbl Wn
rpynnoBoOn KoA rpynnoBOM YNaKOBKW, B KOTOPOM HaxoAMTCS 3TOT JIeKapCTBEHHbIM npenapaTt
(B cny4yae BBO3a rpynnoBOM YNAaKOBKW LEIUKOM).

14. CybbekTbl obpalleHns NeKapCTBEHHbIX CpeaCTB Mpu MOBTOPHOM BBOAE B 060poT
NeKapCTBEHHbIX MpenapaToB, paHee BbiBeAEHHbIX M3 060poTa B pe3ynbTaTe pesKCrnopTa,
oTbopa 06pa3uoB W CNMcaHus, NpPeacTaBAslOT B CUCTEMY MOHUTOPWUHIA CreAyoLlyo
MHdOPMaLNIO B OTHOLLEHUW KaXkKA0W eanHULbl IeKapCTBEHHOrO NpenapaTa:

a) AaTa COBepLUEHMS onepaumu;

6) ko4 HanoronnartesnbluMKa B CTpaHe perucrpaumm uan MAeHTUPUKAUMOHHbIA HOoMep
HanoronjaTenbLMKa cybbekTa obpalleHus NleKapCTBEHHbIX CpeAacTs, paHee
ocyuwlecTenaowero BbiBog M3 060poTa 3TUX NeKapCTBEHHbIX MNpenapaTtoB (4ns cybbekTa
obpalleHnss NeKapCTBEHHbIX CPeACTB, SBASAKOWErocss opraHusaunen, npusHaBaemomn
HanoroebIM pe3naeHToM Poccuinckon degepaumn, U MHAMBUAYANbHLIM NpearnpuHUMaTENEM,
Wnn Ana npeacraButenbCTBa cybbekTa obpalleHns NeKapCTBEHHbIX CpeACTB Ha TeppuUTopun
Poccuiickon ®epepaunn);

B) agpec MecCTa OCYLWECTB/IeHUSa AesTeNnbHOCTU CcybbekTa obpalleHns nekapCTBEHHbIX
cpeacts  (Ana  opraHusauumini, nNpu3HaBaeMblX HaNorosbiM  pe3naeHToM  Poccuickon
degepaumn, N NHANBUAYANbHbIX NpearnpuHUMaTenei);

r) KoA CTpaHbl peructpaumm (ana cybbekTa obpalleHuns NeKapCTBEHHbIX MpenapaTos,
SABNAOLWErocss WHOCTPAHHOM OpraHu3auuen, He MNpu3HaBaAEMOW HA/NOroBbIM pPeE3NAEHTOM
Poccuinckon ®degepaunmm M He wMelOWen npeacTaBuUTeNbCTB Ha Tepputopum Poccuinckom
depnepaumnn);

[1) NPUYMHbI paHee OCYLLECTBIEHHOIO BbiBOAA IEKAPCTBEHHOIO NnpenapaTta ns o6opoTa;

e) cepuitHbln rnobanbHbli NAEHTUMUKAULMOHHbBIA HOMEp TOProBOW eAuHMULbl MOBTOPHO
BBOAMMOro B 060pOT sieKapCTBEHHOro npenapara.

MpunoxeHue N 4

K MON0XEHUNIO 0 CUCTEME MOHUTOPUHIa
ABUXXEHMS NeKapCTBEHHbIX NpenapaTos
AN MeaMUMHCKOro npuMeHeHus



CBEOEHUA,

NMPEACTABINAEMbIE CYBbEKTAMU OBPALLEHUA NEKAPCTBEHHbLIX
CPEOCTB B CUCTEMY MOHUTOPUHIA ABWXEHUA NEKAPCTBEHHbIX
NMPENAPATOB AnA MEOULUMHCKOIO NPMMEHEHUA NMPU BbIBOAE
M3 OBOPOTA JIEKAPCTBEHHbIX NMPEMAPATOB
Aanda MEANUUHCKOI o NPUMEHEHUA

1. CybbekT o6palleHnss neKapCTBEHHbIX CPeAcTB MNpU  BbIBOAE J1IeKapCTBEHHbIX
npenapaToB An8 MeAMUMHCKOro MNpuUMeHeHust (Janee - JleKapCTBEHHble npenapaTtbl) U3
obopoTa nyTeMm peanusauuu (NpoAaxu) NeKapCTBEHHbIX MNpenapaTtoB MnoTpebuTento, wau
oTnycka 6ecnniaTHO WAM CO CKWAKOM JIeKApCTBEHHbIX MNpenapaTtoB Mo peuenTy Ha
NleKapCTBEHHble MnpenapaTtbl M60 OTNycka SeKapCTBEHHbIX MpenapaTtoB, WM BbiBOAA W3
obopoTa MO MHbLIM TMNpUYMHaM nMpeacTaBnsieT B CUCTEMY MOHWUTOPUHra  ABUXKEHUS
NeKapCTBEHHbIX MpenapaToB (Aafiee - cucTeMa MOHUTOPWUHra) cneaylouwyto MHdopMaunio o
BblBEZIEHHbIX M3 060pOTa NIleKapCTBEHHbIX NpenapaTax:

a) AaTa coBeplleHus onepauuu;

6) perncTtpauMoHHbIi HOMep HanoronnaTenbliMka B CTpaHe perncrpaumm unm
MAEHTUDMKALUMOHHBLIA HOMep HanoronnaTenblmnka cybbekTa obpalleHna neKkapCTBEHHbIX
CpeAacTB, OCYLUEeCTBASIOWEro BbiBO JleKapCTBEHHbIX npenapaTtoB n3 obopota (ana cybbekTa
obpalleHnss NeKapCTBEHHbIX CPEACTB, SBMSAKOLWIErocss opraHusaunen, npu3HaBaemomn
HanoroebIM pe3maeHToM Poccuiickon depepaumuv, U MHAMBUAYaNbHbIM MpeanpuHUMaTenem,
Wnn ans npeacrasuTenbcTBa cybbekTa obpalleHns fnekapcTBeHHbIX CPeACTB Ha Tepputopumn
Poccuickon depnepaunmn);

B) aApec MecTa OCYLIEeCTB/IEHUA AESATE/IbHOCTU, U3 KOTOPOro OCYLUECTBNSIETCA BbIBOA
NTEKAPCTBEHHbIX NpenapaToB u3 060poTa;

r) TMN BbiBOAA IEKAPCTBEHHbIX NMpenapaToB 13 060poTa;

A4) BUA LOKYMeEHTa, NOATBEPXXAAKLLEro BbIBOA SIEKAPCTBEHHbIX MpenapaToB u3 obopoTa
(4yek, 6n1aHK CTPOro OTYETHOCTU, AOrOBOP U ApPYroe);

€) peKkBM3UTbl AOKYMEHTaA, MOATBEPXAAOLWEro BbIBOA JIeKapCTBEHHbIX MpenapaToB U3
obopoTa;

X) cepuiiHbIi rnobanbHbI MAEHTUPUKALUNOHHBIN HOMEp TOProBOM eAVHULbI BbIBOAUMbBIX
n3 06opoTa fiekapCTBEHHbIX NpenapaTos;

3) CTOMMOCTb JleKapCTBEHHbIX npenapatoB (C Y4YeTOM Hasnora Ha JAobaBrieHHyo
CTOMMOCTb) (B Cny4yae nNpoAaxku nekapcTBEHHbIX npenapaToB noTpebutento);

M) cyMMa Hanora Ha pobasfieHHYH CToOMMOCTb (B C/llydae npoAaxu neKapCTBEHHbIX
npenapaTtoB noTpebutento, ecnu npogaxa JIeKapCTBEHHbLIX NpenapaTtoB obnaraeTcs Haaorom
Ha A06aBNIEHHYIO CTOMMOCTb).

2. CybbekT obpalleHns NeKapCTBEHHbIX CPeACTB MNpU  BbIBOAE JIEKAPCTBEHHbIX
npenapatoB n3 obopoTa nyteMm oTbopa 06pasuoB B pasNMUHbIX LENax npeacrtaBnsier B
CUCTEMY MOHUTOPWHIA C/AeayoLLyo MHGOPMaLUIO O BbiBEAEHHbIX M3 060pOTa JIEKAPCTBEHHbIX
npenapartax:

a) JaTa coBeplleHuMs onepauum WM JaTta  perucrpauum CcBefeHUMn B CUcCTeMe
MOHUTOpUHra (B OTHOLIEHWM JSIeKapCTBEHHbIX MpenapaToB, BbiBeAeHHbIX M3 obopoTa nyTtem
oTbopa o06pa3uoB Npu BBO3e JIEKAPCTBEHHbLIX MNpernapaTtoB Ha TeppuTopuio Poccuinckon
Qdepepaumn);



6) VMAEHTUAUKAUMOHHBIA  HOMEp  HanoronsaTenbliuka cybbekta  obpauweHus
NIEKapCTBEHHbLIX CpeACTB, OCYLUECTBASAIOWEro BbIBOA JIEKAPCTBEHHbIX MpenapaTtoB M3
obopoTa;

B) agpec MecCTta OCyLWeCTBIEHNA AEATE/NIbHOCTU, U3 KOTOPOro OCYLUECTBJIAETCA BbIBOA
NEKapCTBEHHbIX MpenapaTtoB U3 o6op0Ta, nmMbo 30Ha TaMOXEHHOro KOHTpOIA (B Ccny4yae
BbIMNOJIHEHUA OonNeEpaunn B 30HE TAMOXEHHOIO KOHTpOJ'IFl);

r) sug otbopa o6pa3uos;

A) cepuiHblA  rnobanbHbIA  MAEHTUMDUKALUMOHHBLIA  HOMEpP TOProBOM  eAWHULbI
BblBOAMMOro U3 06opoTa siekapCTBEHHOro npenapara.

3. CybbekT obpalweHns NeKkapCTBEHHbIX CPeAcTB MpW  BbIBOAE N1€KAPCTBEHHbIX
npenapaTtoB M3 obopoTa NyTeM Mepefaynm JIeKapCTBEHHbIX MpPEenapaTtoB Ha YHUUYTOXEHUE
npeacTaBsieT B CUCTEMY MOHUTOPMHIA Cneayowyo MHhopMaumio 0 BbIBEAEHHbLIX U3 060poTa
NeKapCTBEHHbIX NpenapaTtax:

a) AaTa coBepLleHus onepaumu;

6) MAEHTUMUKAUMOHHbBIA  HOMep  HanoronnaTtenbluka cybbekta  obpauweHus
NeKapCTBEHHbIX CPeACTB, OCYLWEeCTBAAKOWEro BbiBOA NleKApCTBEHHbLIX MpenapaTtoB U3
obopoTa;

B) aApec MecTa OCYLIECTB/IEHUA AEATENbHOCTU, U3 KOTOPOro OCYLLECTBMSIETCA BbIBOA
NIeKapCTBEHHbIX NpenapaTosB M3 060poTa;

r) OCHOBaHuWe nepegayun NeKkapCcTBEHHOro npenapaTta Ha YHUUTOXEHUE;

D,) PEKBUN3NTbI peeHnd ynoJsIHOMOYEHHOIo q)en.epaanoro opraHa WUCMONTHUTENbHOMN
BNaCTu O BbiBOAE NNEKAPCTBEHHbLIX MpENapaToB U3 o6op0Ta (I'Ipl/l HaJ'IVI‘-IVIVI);

6) pPEKBU3NTbI AOKYMEHTa, noATBep>XAaloWero nepeaavy JeKapCTBEHHbIX NMpenapaTtoB
Ha YHUYTOXEHUE,

X) cepuirHbii rnobanbHbIn MAEHTUDUKAUMOHHBIN HOMEpPp TOProBOW eAuMHWUbI WU
rpynnoBON KoA YMakKOBKW, B KOTOPOWM HaxoAuTCs 3TOT JieKapCTBEHHbIN npenapaT (B cnydae
BbIBOAA M3 060pOTa rpynrnoBoOM YNakoBKWN LLENTUKOM);

3) NAeHTUMdMKALMOHHBIA HOMEP HasoronsatenbllMKa, OCYLLEeCTBASIOWEro YHUYTOXEHNE
NleKapCTBEHHbIX NpenapaTos.

4. Cy6bekT obpalleHMs NeKapCTBEHHbIX CPEACTB MPU YHUUTOXEHUW NIEKAPCTBEHHbIX
npenapaToB, paHee nepeAaHHbIX Ha YHUYTOXEHUE, MPEeACTaB/IsSeT B CUCTEMY MOHUTOPUHra
cneayowyo nHpopMaumio o hakTe YHUUTOXEHUSA IEKAPCTBEHHbIX NpenapaToB:

a) AaTa CoBepLUEHNS onepauun;

6) wuvaeHTUdDUMKAUMOHHBIM  HOMep  HanoronnaTenblwuka cybbekta  obpaleHus
NeKapCTBEHHbIX CPeACTB, OCYLLECTBMBLLErO BbIBOJ JIEKAPCTBEHHbIX NpenapaTtoB U3 06opoTa;

B) crnocob YHUUYTOXEHUS NIeKapCTBEHHbIX NPENapaToB;

r) PpekBM3UTbl [OOKYMEHTa, MNOATBEPXIAIOLWEr0 YHUUTOXEHUE  NIEeKAPCTBEHHbIX
npenapaToB (akT 06 YHUUTOXEHUM NeKapCTBEHHbIX MPenapaTos);

A) cepuitHbll  rnobanbHbIi  MAEHTUMPUKALUNOHHLIA HOMEep TOProBOM eAuMHUUbI UK
rpynnoBOM KoA YNakoBKW, B KOTOPOM HaAXOAWTCHA 3TOT JieKapCTBEHHbIM npenapaTt (B ciy4ae
BblBOAA M3 060poTa rpynnoBOM yNaKoOBKW LESIMKOM);

€) WAEHTUDOUKALMOHHbBIN HOMEp HasoronjaTeNnbliMKa, OCYLECTBUBLUErO YHUUTOXEHUE
NTEKAPCTBEHHbIX NpenapaTos.



Mpunoxenne N 5

K N0N0XEHUIO O CUCTEME MOHUTOPUHIa
ABUXEHUSA NeKapCTBEHHbIX NpernapaTtos
A9 MeAULMHCKOro rnpuMeHeHus

CBEQEHUS,
NMPEOCTABNSEMbIE CYBbEKTAMU OBPALLEHUSA NEKAPCTBEHHBLIX CPEACTB
B CUCTEMY MOHUTOPUHIA OBM)XXEHWUA NEKAPCTBEHHbIX NMPEMNAPATOB
ana MEAULMHCKOIO NPUMEHEHUSA NMPU OCYLLECTBIIEHMU OMNMEPALIUNA
C rPYNNOBOMN YNAKOBKOM

1. CybbekTbl 06palleHns NeKapCTBEHHbIX CPeACTB MpU OCYLUECTBIEHUN arpernpoBaHums
NpeaAcTaBAstOT B CUCTEMY MOHUTOPMHIA [ABWXXEHUS JIEKAPCTBEHHbIX MpenapaToB AnNs
MEeAMLMHCKOro NpMMeHeHus (aanee - cMCTeMa MOHUTOPMHIA) CeayoLlyo MHdopMauuio:

a) paTa coBepweHus onepauum (B OTHOLWIEHWMM NEeKApCTBEHHbIX MpenapaTtoB AN
MEAUUMHCKOrO MnpUMEHeHUs (Aanee - JeKapCTBEHHble npenapaTbl), HaxoAsWMXCcs 3a
npegenamMmm Tepputopumn Poccuiickoh ®depepaumm, B CiydasiX, Korga arpermpoBaHue
OCYLUECTBNSAETCA /A0 3aBeplleHMs CTaAuu BbIMNYCKAOLWEro KOHTPONA KayecTBa, MOXEeT
yKasblBaTbCca nobas gaTta Mexay AaTol 3aBeplleHMs CTaAuM BbIMYCKAaloLWEero KOHTPONS
KauyecTBa U AaTol OTrpy3KM NieKapCTBEHHbIX NpenapaTosB B Poccuiickyto ®eaepaumio);

6) KoA HanoronnaTenblMKa B CTPaHe PerucTpaumn unum naeHTUPUKaUnoHHbIA HoMep
Hanoronnartenblmnka (ANs cybbekTa obpalleHUss NeKapCTBEHHbIX CPeACTB, SABASAOLLErocs
opraHusauuven, nNpU3HABAEeMO HANOroBbIM pe3naeHToM Poccuiickoir  ®deaepaunun, U
WHAMBUAYANbHbIM NpeanpuHUMATENEM, WKW NpeaAcTaBUTENbCTBA CcybbekTa obpalleHus
NTEKAPCTBEHHbIX CPEACTB Ha Tepputopumn Poccuiickoin ®deanepaummn) cybbekta obpalleHus
NTEKAPCTBEHHbIX CPEACTB, OCYLLECTB/IAOLWErO arperMpoBaHune;

B) aApec MecTa OCyLecTBNeHNa AeaTeNbHOCTU (B C/lydae nNpouM3BOACTBa Ha Tepputopumn
Poccuinickon ®@epepauun) wnam KoAa CTpaHbl (B Crydae Mpou3BOACTBA 3a npejenamu
Poccuiickon ®epepaunmn), raoe OCyLWeCTB/EHO arpernposaHue, nnbo 30Ha TaMOXXEHHOro
KOHTpoOns (B C/iy4yae oCyLWeCTB/IeHUS arpermpoBaHmsl B 30HE TAMOXEHHOI0 KOHTPONS);

r) rpynnoBble KoAbl CO34aBaEMbIX MPyMnMnoBbIX YNaKoBOK;

A) nepeyeHb CepuiiHbIX rnobanbHbiX MAEHTUMOUKALMOHHBIX HOMEPOB TOProBbIX €4NHUL
WM FPYMMNoBbIX KOAOB YMNaKOBOK 60siee HM3KOro YPOBHS BNIOXXEHHOCTM, BXOASLNMX B COCTaB
KaXAoM co34aBaeMOn rpyrnnoBOM yNaKoBKMW.

2. CybbekTbl obpalleHuss NneKapCTBEHHbIX CPeACTB MNpU  OCYLWECTBNEHUM WU3BATUSA
neKapCTBEHHbIX MpenapaToB U3 rpynnoBon yNakoBKW NPeACTaBASOT B CUCTEMY MOHUTOPUHIA
cneayouyo nHdopMaumio:

a) AaTa coBepLUeHUs onepauuu;

6) Koa HanoronnaTtenbWMKa B CTpaHe perncrpaumm umam MaeHTUAAUKaALMOHHbLIA HOMep
Hanoronnatenbwmka (Ansa cybbekta obpalleHuss NeKapCTBEHHbIX CPeACTB, SABASKLLErocs
opraHusauuen, npu3HaBaeMOW HaNoroesbiM pe3uaeHToM Poccunckon ®depepaummn, U
WHAMBUAYANbHBIM MpeanpuHUMaTeneMm, Win Ans npeacraBuTenbCTBa cybbekTa obpalleHus
JNIEKApPCTBEHHbLIX CPEeACTB Ha Tepputopum Poccuitckon ®deaepaummn) cybbekTa obpalleHus
NleKapCTBEHHbIX CPeACTB, OCYLLECTB/ISIOWEro onepaunto;

B) agpecC MecTa OCYyLWeCTBNeHUs AeaTenbHOCTM (B C/lyyae COoBeplleHus onepauum Ha
TeppuTopumn Poccuinckon ®egepaunm) nam Koa cTpaHbl (B C/lyyae coBeplUueHusa onepauun 3a



npegenamMmn Tepputopumn Poccuinckon depepaumn), rae BbINOSHAETCS onepauuns, nnMbo 30Ha
TaMOXXEHHOr0 KOHTPOAS (B C/ly4ae BbINMOJIHEHUS OMepaunm B 30HE TAMOXEHHOIO KOHTPOAS);

r) cepunHbIn rnobanbHbli NAEHTUDUKALNOHHBIA HOMEpP TOProBON eAUHULbI, NU3biIMaeMol
M3 rpynnoBOM YMakoBKW, WAW TrPynnoBOA KoL YrMakoBku 6onee HU3KOro YpOBHS
BNIOXXEHHOCTU, U3bIMAEMOWN U3 rPynnoOBON YNakoBKMU.

3. Cy6bekTbl obpalleHnss  NeKapCTBEHHbIX  CPeACTB  MpU  OCYLECTBEHUU
[OMNONIHUTENIbBHOIO  BJIOXKEHUS  JIEKAPCTBEHHbLIX MpenapaToB B TPynnoByl  YMNakKoOBKY
npeacTaBnsioT B CUCTEMY MOHUTOPUHIa crneayrLlyo nHdopMaumio:

a) AaTa COBepLUEHMs ornepaumu;

6) KoA4 HanoronnaTenblMka B CTpaHe permcrpaumm miav MAeHTUPUKALWMOHHBIN HOMep
Hanoronnatenbwmka (ona cybbekta obpalleHuss NeKkapcTBEHHbIX CPeaCTB, ABASAKLLErocs
opraHusauuven, npu3HaBaeMOM HaNoroBbiIM pe3naeHToM Poccuinckoinn deagepaunmm, w
WHAMBUAYANbHBIM NpeanpuHUMaTeneMm, Win AN npeactaBuTenbcTBa cybbekTa obpalleHus
neKapCcTBeHHbIX CpeAacTB Ha TeppuTtopuu Poccuintckon ®depepaunmn) cybbekTa obpalleHus
neKapCcTBeHHbIX CPeAcTB, OCYLLEeCTBASILWEro onepaumio;

B) aApec MecCTa OCYLUEeCTBIEHUS AeATeslbHOCTU (B C/lydyae COBEpLIeHWUs onepauumn Ha
TeppuTopun Poccuiickoli deaepaunn) nnm Koa ctpaHbl (B C/lydae COBEpLUEHMS onepauuu 3a
npenenamMmm Tepputopum Poccuiickoli ®deaepaunn), rae BbiNOSHSETCS onepauus, n1mMbo 30Ha
TaMOXEHHOIro KOHTponsa (B cilyYyae BbINOJHEHUS Onepaunmn B 30HE TaMOXXEHHOIO KOHTpONS);

r) cepunHbin rnobanbHbln NAEHTUDUKALMOHHBIA HOMEpP TOProBoW eauHWUUbl Wnn
rpynnoBoM Koa ynakoBKuM 6onee HU3KOro ypOBHS BJ/IOXXEHHOCTU, C KOTOPOW CcOBepLuaeTcs
onepauus AOMNOJHUTENLHOIO B/IOXEHUS ;

A) rpynnoBON KOA YMakoBKW, B OTHOLUEHUM KOTOPOM COBEpLUaeTcs onepauuns.

4. CybbekTbl obpaweHuss  neKapCcTBEHHbIX  CPeaCTB  MpU  OCYLECTBJ/IEHUMU
pacopMMpOBaHUS  rpynnoBOK  yNakoBKWM  NpeacTaBnsitoT B CUCTEMY  MOHWUTOPUHra
cneayouyo nHdopMaumio:

a) AaTa CoBepLUEHNS onepauuu;

6) Koo HanoronnatenblWMKa B CTpaHe perncrpaumm mam MaeHTUAOUKALMOHHbLIA HOMEp
Hanoronnatenswmka (onsa cybbekTta obpalleHuss NeKapCTBEHHbIX CPeACTB, ABASKOLLErocs
opraHumsauuen, npu3HaBaeMOW  HaNorosbiM  pe3uaeHToM  Poccunckon  dPepepauynm,
WHAMBUAYANIbHBIM MNpeanpuHUMaTeneM, WM rMpeacTaBuUTeNbCTBa CcybbekTa obpalleHus
NIeKapCTBEHHbIX CpeacTs Ha Tepputopum Poccuiickon ®epepaumm) cybbekta obpallieHus
NeKapCTBEHHbIX CPeACTB, OCYLLECTB/ISIOWEro onepauuio;

B) agpecC MecTa OCYyLWeCTBNeHUs AeaTeNbHOCTM (B C/lyyae COBepLUeHUs onepauum Ha
TeppuTopumn Poccuinckon ®egepaunm) nam Koa cTpaHbl (B C/lydae COBEpLUeHMs onepauun 3a
npegenamMmmn Tepputopmn Poccuinckon depepaumn), rae BbINOSHAETCA onepauuns, nnMbo 30Ha
TaMOXXEHHOro KOHTPOAS (B C/ly4ae BbINOJIHEHUS onepaunm B 30HE TAMOXXEHHOIO KOHTPOAS);

r) TMn onepauwnn TpaHcdopMaunm ynakosku (pachopmMmmpoBaHue);

A) rpynnoBon koA pacopMUpOBLIBAEMON YNaKOBKM.

MpunoxeHue N 6

K NON0XEHUNIO 0 CUCTEME MOHUTOPUHIa
ABUXXEHMS NeKapCTBEHHbIX NpenapaTos
AN MegMUMHCKOro npuMeHeHus



CBEOEHUA,

NPEACTABINAEMbIE CYBbEKTAMU OBPALLEHUA NEKAPCTBEHHbBLIX
CPEOCTB B CUCTEMY MOHUTOPUHIA ABUWXEHUA NEKAPCTBEHHbIX
NPENAPATOB ONnA MEOULIMHCKOIO NPUMEHEHUA NMPU OBOPOTE
M BHYTPEHHEM NEPEMELLEHWU NEKAPCTBEHHbIX NMPEMAPATOB
Aana MEANUUHCKOI o NPUMEHEHUA

1. Cy6beKkT obpalleHusi NeKapCTBEHHbIX CPEeACTB MpU OCYLLECTBIEHUN MNepeMeLLeHNS
NeKapCTBEHHbIX MpenapaTtoB AN MeAWUMHCKOro NpUMeHeHust (aanee - JieKapCTBEHHbIE
npenapaTbl) Mexay aapecamy OCYLLEeCTBNEHUS AesaTenbHOCTM U (Mnn) dapMaueBTUYeCcKMMU
cknagamu NpeacTaBfsieT B CUCTEMY MOHUTOPUHIA ABWXEHUS JIEKAPCTBEHHbIX MpenapaTos
(panee - cucTteMa MOHUTOPWUHra) cneaywuwyt WHpoOpMauuiw 0 nNepeMeLlaeMblx
NIeKapCTBEHHbIX Mnpenapatax B OTHOLEHWW KaXAaol TOProBolk eAuMHWLbI JIEKAapCTBEHHOMO
npenapaTa:

a) pata coBepweHus onepaumm (NpUEMKM Ha CKAaA, Ha KOTOpbIA COBEpLUEHO
nepeMelleHue);

6) WMAEHTUAUKAUMOHHBIA  HOMEp  HanoronsaTenbluuMka cybbekta  obpauweHus
JNIeKapCTBEHHbIX CPEeACTB, OCYLLUECTBNSAIOWEro NepeMELLEHNE NEeKapCTBEHHOIO npenapaTa;

B) aApec MecCcTa OCYLWEeCTB/EeHUS AeATeNbHOCTU UM CKiaaa OTBETCTBEHHOINO XpaHeHMs,
M3 KOTOPOro OCyLWEeCTBNAETCA nepemMelleHneE NEKApPCTBEHHOIO npenaparta,

F) agpec MeCta OCYyWeCTBIEHUA AEATENIbHOCTU U CKlada OTBETCTBEHHOIO XpaHEHUA,
Kyda OCYLLECTB/IAETCA NeEpEMELLEHNE NEKAPCTBEHHOIO Npenaparta,

4) PEKBM3NTbI NMEPBUYHOIO AOKYMEHTA, SABSAKOLWErocss OCHOBaAHWEM AJ1sl MepeMeLeHUns
NlekapcTBeHHOro npenapata (aata u HoMep);

e) cepuiHbIi  rnobanbHbin  UAEHTUMDUKALUMOHHBIA  HOMEp TOProBOM  eAuHWLbI
NeKapCTBEHHOro npenapaTa Wan rpynnoBOi KOZ4 rpynrnoBOi yNakoBKM, B KOTOPOM HaxXoAUTCS
3TOT JIeKApCTBEHHbIN Npenapat (B cnyyae nepemMeLlleHns rpynnoBOi YNakoBKKU LLeSIMKOM).

2. CybbekT o6palleHus NeKapCTBEHHbIX CPeACTB MNpu nepedayvye JieKapCTBEHHbIX
npenapaToB APYyroMy Cyb6bekTy obpalleHus NeKapCTBEHHbIX CPeACTB B paMKax rpaxaaHCKo-
NpaBOBbIX OTHOLIEHWA B cny4dae Bblibopa MNpsSIMOro nopsiika MpeacTaB/eHUS CBeAeHWUi
NpeacTaBnsieT B CUCTEMY MOHUTOPWUHra creaylly WHdopMaunio 06 OTrpyXXeHHbIX
NEeKapCTBEHHbIX Mnpenapatax B OTHOWEHWW KaXA4ol TOProBOM eAuMHWLbI JIEKAPCTBEHHOMO
npenapaTa:

a) AaTa CoBepLUEHNS onepauun;

6) wuvaeHTUdDUMKAUMOHHBIM  HOMep  HanoronnaTenblwuka cybbekta  obpalieHus
NleKapCTBEHHbIX CPeACTB, OCYLLECTB/ISAIOWEro OTrpy3Ky JIeKapCTBEHHOro npenapara;

B) aApec MecTa OCYLLeCTB/IEHUS AeATe/IbHOCTU, U3 KOTOPOro OCYLUECTBASIETCA OTrpy3Ka
NleKapCTBEHHOro npenapaTa;

r) wmaeHTUdUKaUMOHHbBIM  HOMep  HanoromnaTtenbwmka cybbekta  obpalleHus
neKapCcTBeHHbIX CPeACTB, OCYLLECTBASALWEro NpUeMKY NeKapCcTBEHHOro npenapaTa;

[l) aapec MecCTa OCYLIeCTBNEHUs A[esTeNbHOCTU, KyAa OCYLWecTBNAsSeTcs OoTrpyska
NeKapcTBEHHOro npenapaTta (B cny4dae OTrpy3kM He 3aperMcTpyupoBaHHOMY B CUCTeME
MOHUTOPUHra Ccy6bekTy ob6palleHnss JIeKapCTBEHHbIX CpeACTB Takue CBeAEeHUS He
yKa3blBaloTCs);

€) WAEHTUDOMKAUMOHHbLIN HOMep HasoronnaTenblinMKka - OpraHa rocydapCTBEHHOWN
Bnactu (B c/llyyae OCYLWECTBNIEHUST Nepefayn JIeKapCTBEHHOro npenapata B paMKax
rocyfapCcTBEHHOro nekapCTBeHHOro obecneyeHus);



X) PeKBU3UTbl TOCYAAPCTBEHHOr0 KOHTpakTa (B C/lyyae OCYLLECTB/EHMS Mepeaayu
NIeKapCTBEHHOro npenapaTa B paMKax roCcyAapCTBEHHOrO JIeKapCTBEHHOrO obecrnedenmns);

3) UCTOYHUK PUHAHCUPOBAHUS;

M) TN rpaxAaaHCKO-NpaBoOBbIX OTHOWEHUN cybbekToB ob6pauweHusa nekapCTBEHHbIX
CpencTs;

K) cepuiHblA  rnobanbHbIl  UAEHTUDUKALUMOHHLIA HOMEp TOProBOW  €AUHMULbI
NleKapCTBEHHOrO nMpenapaTa Wan rpynnoBOi KO4 rpynrnoBOi yNakoBKM, B KOTOPOM HaxoaAUTCS
3TOT NeKapCTBEHHbIN npenapart (B cydyae nepegayn rpynnoBon YNaKoOBKW LEIMKOM);

N) PEKBU3UTbI MEPBUYHOrO AOKYMEHTa, SBASIOLWErocs OCHOBAHWEM AN Nepeaaydu
NleKapCTBEHHOro npenapata (AaTta 1 HoMep);

M) CTOMMOCTb JIEKQPCTBEHHOro npenapaTta (C Yy4eToM Hanora Ha A06aBneHHylo
CTOMMOCTb) COrlacHO NePBUYHBbIM JOKYMEHTAM;

H) CcyMMa Hanora Ha fJobaBneHHyl CcTouMMoCTb (B C/lyyae ecnuM nepepada
NeKapCcTBEHHOro npenapaTta obnaraeTcs TakMM Hasorom).

3. CybbekT obpalleHus JeKapCTBEHHbIX CPEACTB MNpuU MNpPUEMKE JIEKApPCTBEHHbIX
npenapaTtoB OT Apyroro cybbekta obpalweHns fekapCcTBEHHbIX CpPeACcTB B paMKax
rpak4aHCKO-MNpaBOBbIX OTHOWEHUIM B Ciiyvyae Bblbopa 06paTHOro nopsigka npeacraBfieHus
CBeAeHUl NnpeacTaBfsieT B CUCTEMY MOHUTOPUHra creaylowyto MH@GOPMauUuo O MPUHSATbIX
NeKapCTBEHHbIX Npenapatax B OTHOLWEHUM KaXkaolh eaAnHNLbI IeKapCTBEHHOro npenapara:

a) AaTa COoBepLUEeHMs ornepaumu;

6) WAeHTUDMKAUMOHHBLIA  HOMep  Hanoronnatenblmka cybbekTa  obpaleHus
neKapCcTBeHHbIX CPeACTB, OCYLLECTBASALWEro NpUeMKy NeKapCcTBEHHOro npenapaTa;

B) aApec MecTa OCyLeCTB/IEHUS AeATeNbHOCTU, B KOTOPOM OCYLUECTB/SIETCA NpueMKa
NleKapCTBEHHOro npenapaTa;

r  WMAeHTUPUKALUMOHHBIA  HOMep  HanoronjaaTtenblimka cybbekta  obpalieHus
NeKapCTBEHHbIX CPeACTB, OCYLLECTBMBLUErO OTIPy3KY JIEKAPCTBEHHOIO Nnpenapara;

[l) agpec MecTa OCYLLEeCTB/IEHUS AEeSATENbHOCTU, W3 KOTOpOro 6bifla OCyLlecTB/eHa
OTrpy3Ka JIeKapCTBEHHOIO Nnpenapara;

e) WAEHTUDOUKAUMOHHbBIA HOMep HanoronnaTenbluMka - OpraHa rocyAapCTBEHHOWM
Blactu (B cCflydyae OCYLLEeCTBIEHUS Mepefayn neKapCTBEHHbIX MpenapaToB B paMKax
rocyAapCTBEHHOr0 JIeEKAapCTBEHHOIO obecneyvyeHuns);

X) PEeKBU3UTbl FOCYAApCTBEHHOro KOHTpakTa (B C/lyYyae OCYyLeCcTBMEHUS nepeaayn
NleKapCTBEHHbIX NpenapaToB B paMKax rocyapCTBEHHOr0 IEKapCTBEHHOro obecrneyenus);

3) NCTOYHUK DPUHAHCUPOBAHMS;

M) TUN rpaAaHCKO-MPaBOBbIX OTHOLWEHWUI CcybbekToB obpalleHns JieKapCTBEHHbIX
CpeacTs;

K) CcepuiHbIn  rnobanbHbli  NAEHTUMUKALMOHHBIA  HOMEp TOpProBor  eanHULbI
neKkapCcTBEHHOro npenapaTa Wan rpynnoBOi Ko4 rpynrnoBOi yNakoBKW, B KOTOPOM HaxoAUTCS
3TOT SlIeKapCTBEHHbIM NpenapaT (B cnydae nepegayv rpyrnnoBoOM YNAaKOBKU LESIMKOM);

N) PeKBM3WUTbl MEPBUYHOrO [OKYMEHTa, SBMSIOLErocs OCHOBaHMEM pANnsl nepenayu
NeKkapCcTBEHHOro npenapata (Aata u HoMep);

M) CTOMMOCTb JieKapCTBeHHOro npenapata (C y4yeToM Hanora Ha AaobaBneHHyto
CTOMMOCTb) COrlaCHO NMEPBUYHbLIM JOKYMEHTaM;



H) CyMMa Hanora Ha AobaBneHHyw CcTouMMoCcTb (B CnydYae ecnm rnepepada
NleKapCTBEHHOro npenapata obfiaraercs TakMm HasoroMm).

4. Cy6bekT obpalleHnss NIeKapCTBEHHbIX CPeACTB MpU NOATBEPXAEHUN AOCTOBEPHOCTU
CBEAEHWUN, COAEPXALUMXCS B CUCTEME MOHUTOPUHIra O MepeAaHHblX WKW  MNPUHSATbIX
NeKapCTBEHHbIX MpernapaTax, MpeacTaBAsieT B CUCTEMY MOHWUTOPUHIA  CReayoLwyto
MHMOPMaLMIO B OTHOLLIEHMM KaXXAoN TOProBoi eaMHULbI JIeEKAapCTBEHHOMO npenapara:

a) AaTa coBeplleHus onepauuu;

6) WMAEHTUPUKALMOHHBIA  HOMEp  HanoronsaTenbluuka cybbekta  obpaleHus
NIeKapCTBEHHbIX CPeACTB, OCYLLECTBASAIOLWEro nepeaady NeKapCcTBEHHOro rnpenapaTa;

B) uMAEHTUMUWKAUMOHHBI  HOMEep  Hanoronnatenblinka cybbekta  obpalieHus
neKapCTBEHHbIX CPeAcTB, OCYLLEeCTBASLWEro NpMeMKy NeKapCcTBEHHOro npenapaTta;

r) cepuiHblin  rnobanbHbin  WMAEHTUPUKALUMOHHBIA  HOMep TOpProBOM  eAnHULbI
neKapCcTBeHHOro npenapaTa Wan rpynnoBOi Ko4 rpynrnoBOi yNakoBKW, B KOTOPOW HAaXoAUTCH
3TOT SlIeKapCTBEHHbIN NpenaparT (B cnydae nepefayu rpyrnnoBoM YNaKOBKU LESIMKOM).

5. CybbekT obpaweHna nekapCTBEHHbIX CpPeACTB, OCYLECTBASKWNIA KOHTPAKTHOE
(noapssiAHOE) nNpou3BOACTBO JleKApPCTBEHHbIX rMpenapaTtoB Ha Tepputopum Poccuiickom
depepaumn, Npu nepepade NeKapCTBEHHbIX MpenapaTtoB (rOTOBOW MPOAYKUMW) YYACTHUKY
obopoTa NeKapCTBEHHbIX MpenapaToB, SABASKLWEMYCS 3aKa34YMKOM 3TOrM0 KOHTPAKTHOMo
(noapsgHOro) npou3BOACTBA, MNpeAcTaBNseT B CUCTEMY MOHUTOPWUHIa  Cleayrowyto
nHdOpMaLMIO O nepedaHHbIX NEKAPCTBEHHbIX MpernapaTtax B OTHOLWEHWMWM KaXAOW TOprosou
eAVH1LbI IeKapCTBEHHOr0 npenaparTa:

a) AaTa COBepLUEeHMs ornepaumu;

6) VMAEHTUAUKAUMOHHBIA  HOMEep  HanoronsaTtenbluuka cybbekta  obpauweHus
NIeKapCTBEHHbIX CPeACTB, OCYLLECTBNAOWEro nepeaady nNekapcTBEHHOro npenapara;

B) aApec MecTa OCYLLECTBEHUSA AeATeNbHOCTU, U3 KOTOPOro OCYLLECTBASIETCA nepeaaya
NTEKApPCTBEHHOro npenapara;

r  uaeHTUMPUMKAUMOHHBIN  HOMep  HanoronnaTtenblmka cybbekta  obpaweHus
NeKapCTBEHHbIX CPeACTB, OCYLLEeCTBASAIOLWEro NpUeMKy 1eKkapcTBEHHOro npenaparta;

/1) alpec MecTa OCYLLECTB/IEHUS AEeATENIbHOCTU, B KOTOPOE OCYLIECTBAAETCS nepenaya
NleKapCTBEHHOro NpenapaTa;

e) cepuiHbIi  rnobanbHbin  UAEHTUMPUKALUMOHHBIA  HOMEp TOProBOM  eAuHULbI
neKapCTBEHHOro npenapaTa Wan rpynnoBOi KO4 rpynrnoBOi yNakoBKW, B KOTOPOM HaxXoAUTCS
3TOT JIeKapCTBEHHbIM NpenapaT (B cnydae nepegayvv rpyrnnoBoM YNaKOBKU LESIMKOM);

X) PEeKBM3UTbI MNEPBUYHOrO [AOKYMEHTA, SBASAIOLIEroCA OCHOBaHWEM AN nepeaayqn
NTEKApCTBEHHOro npenaparta (aaTta n HoMmep).

Mpunoxenne N 7

K N0N10XXEHUIO O CUCTEME MOHUTOPUHIa
OBWXEHUS nekapCTBEHHbIX NpenapaTos
AN MeANUMHCKOro npuMeHeHus

NEPEYEHb
NMPUYMH BIIOKUPOBKU MPUHATUA CUCTEMOWU MOHUTOPUHIA
ABWXEHUA NNEKAPCTBEHHbBIX NPENAPATOB ANnA MEAULUWHCKOI O



NPUMEHEHUA CBEAEHMUA O BBOOE B OBEOPOT JIEKAPCTBEHHbIX
NPENAPATOB ANnA MEAULUMWHCKOIO NPUMEHEHUA, OB OBOPOTE
n (unn) BbiIBOOE N3 OBOPOTA JIEKAPCTBEHHbIX NMPEMAPATOB
Aana MEANUUHCKOI o NPUMEHEHUA

1. BbisBNeHWe HecOoOTBETCTBUA TpeboBaHMM K KayecTBY B paMKkax BbI6OpPOYHOro
KOHTPONS KayecTBa JieKapCTBEHHbIX CpeacTB M deaepanbHOro Hagsopa B chepe obpalleHus
NeKapCTBEHHbIX CpeAcTB, ocyullecTBnseMbix deaepanbHoi cnyx6oM no Haaslopy B cdepe
3[paBOOXpPaHEHNSA N ee TeppUTOpUANbHbIMU OpraHaMu.

2. MpuHATMEe depepanbHOM cnyxbor no Haa3opy B cdepe 34paBOOXPaHEHNS NO UTOram
paccMoTpeHuss obpauweHuss cybbekTta obpalleHnss neKapcTBEHHbLIX CPeacCTB pelleHus,
copepxauwero ceegeHus 06 o6HapyXeHWM HEeCOOTBETCTBMS BbIMYWEHHbLIX B 060poT
NeKapCTBEHHbIX MpenapaToB A/ MeAMUMHCKOro rnpuMeHeHus (panee - NeKapCTBEHHbIe
npenapaTtbl) YCTaHOBMEHHbIM MWHUCTEPCTBOM 3apaBooxpaHeHus Poccuickon depepauunmu
npuv perncTpauum 3TMxX ieKapCTBEHHbIX NpenapaTtoB TpeboBaHUSM.

3. MpuHaTMe MMHUCTEPCTBOM 34paBooOXpaHeHus Poccuiickon ®epepauunn peweHns o6
OTMEHe TrOoCyfapCTBEHHOW  perncrpaunm JfieKkapCTBEHHOro npenapata B MOpsAke,
YCTQHOB/IEHHOM TMYHKTOM 6 cTatbn 32 @epepanbHoro 3akoHa "O6 obpaleHun
neKkapCcTBeHHbIX cpeacTs”.

4. OTCYyTCTBME B CUCTEME MOHUTOPUHIa ABUXEHUSA NIEKAapCTBEHHbIX NpenapaToB (aanee
- CUCTEMA MOHWUTOPWUHra) CBEAEHUMA O HANMUMW NEeKapCTBEHHOro npenapata y cybbekTa
obpalleHna neKapCTBEHHbIX CpeacTB, NpeacTaBnswollero cBegeHuMs o6 ob6opoTe 3Toro
NTEKAPCTBEHHOro npenapara.

5. WcTeyeHue cpoka TrOAHOCTM JieKapCTBEHHOro rpenapaTta B COOTBETCTBUMM CO
cBeAEHUAMU, 3aperncTtpnpoBaHHbIMM B CUCTEME MOHUTOPUHTA.

6. HecooTBeTcTBME CBeAeHUM O JleKapCTBEHHOM nMpenapaTte, MpeacTaBeHHbIX
cybbekToM obpalleHus NeKapCTBEHHbIX CPeACTB MpU OMMCaHWM NIEKAapCTBEHHOroO npenapaTa
B MH(OPMaUMOHHbIA pecypc, obecneymBalonii yYET U XpaHEHWE AOCTOBEPHbIX AAHHbIX O
ToBapax NMo COOTBETCTBYIOLLEN TOBApHO HOMEHKaType, CBEAEHUSIM, MOJTyYEHHbIM CUCTEMOM
MOHUTOPWUHIa W3 eAWHOW T[oCyAapCTBEHHOM WHGOPMALUMOHHOM CUCTEMbI B  cdepe
34paBOOXpPaHEHUS.

7. lMpencraBneHne B CUCTEMY MOHUTOPUHra CBEAEHWUI O MpoAaxe eKapCTBEHHOMO
npenapaTta ¢ ¢apMaLeBTMYECKOro ckiiaaa npu oTBETCTBEHHOM XPaHEHUN.

8. [llpeacraBneHne B CUCTEMY MOHUTOPUHIA cBedeHUMn 06 oTrpy3ke (npoaaxe)
NleKapCTBEHHOro npenapata A0 pernucrpaumm B HEW cBegeHuMn o BBoae B obopoT
NleKapCTBEHHbIX NpenapaTos.

9. lpencraBneHne B CUCTEMY MOHUTOPMHra CBEAEHUM C HapyweHuem TpeboBaHui
MonoXxeHnss 0 CUCTEME MOHUTOPUHIA AOBUMXEHUS NIEKApCTBEHHbIX MpenapaTtoB Ans
MEeOULMHCKOro MpPUMEHEHUS, YTBEPXAEHHOro nocraHoBneHueMm [llpaButensctBa Poccuinckom
®epepaumn ot 14 pekabpa 2018 r. N 1556 "O6 yrtBepxaeHun [MonoxeHuss O cucrteme
MOHUTOPUHIa ABUXEHUS JIEKAPCTBEHHbIX NpenapaToB 4158 MeAULMHCKOro NnpMMeHeHus".

10. OTcyTCTBME B CUCTEME MOHUTOPMHIA CBeAEHMI O Hanuumum y cybbekTa obpaleHus
NeKapCcTBEHHbIX CpeacTB NNLEH3UN, npeaocTaBALWNX cybbekTy obpaleHus
NeKapCTBEHHbIX CPeACTB MpPaBo Ha OCYLLEeCTB/IeHMEe COOTBETCTBYOLWNX onepaunii.

11. OTcyTcTBME cCBeAeHMIA O 3asBuTtene B EAMHOM rocydapCTBEHHOM peecTpe
pUanYeckMX Nunu  Kak o0 AeWCTBYKOLWEM pUaAMYEeCcKOM uude, wnm B EanHOM
rocyqapCTBEHHOM peecTpe WHAMBUAYANbHbLIX NpearnpuHMMaATENEen Kak O [AENCTBYHOLILEM
WHAVMBUAYANIbHOM npeanpuHuMartene, WiM B rocyaapCTBEHHOM peecTpe akKKpeAUTOBaHHbIX
dunmanos, nNpeacTaBUTENbCTB WMHOCTPAHHbIX OPUAMYECKUX NUL KaK O [AeNCTBYIOLLEM



dunmane wnm nNpeacTaBUTENbCTBE MHOCTPAHHOIO PUAMYECKOTO NMUa Ha TeppuTopumn
Poccuinckon depepaunm.

12. Hannumne B EAMHOM rocynapCTBEHHOM peecTpe HpUANYECKUX NUL B OTHOLUEHUMU
3a8BUTENA 3anNMcu O HeAOCTOBEPHOCTU CBeAEHWN, BHECEHHOW B COOTBETCTBMM C NYHKTaMm 5
n (unn) 6 ctatoen 11 degepanbHoro 3akoHa "O rocygapCTBEHHOW perncrpaumm ropuandeckmx
vy M MHAMBKMAYaNbHbIX NpeanpuHnMartenen”.



