IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
ot 23 cents0ps 2025 r. Ne 1462

MOCKBA

006 yrBep:xknenun [IpaBui 100poBOJIBLHOTO NPEIOCTABICHUA
B rOCYAapCTBEHHYI0 HH()OPMALMOHHYI0 CHCTEMY MOHHMTOPHHIA
3a 000pOTOM TOBApPOB, MOAJIEKAMNX 00513aTeILHOM MAPKHUPOBKeE
cpeacTBamMu uaeHTUuGuKanumn, uHGopmanuu, ee 00padoOTKN
U PUMEHEHHS B LEeJSAX MOATBEPKACHHUS CTPAHBI IPOUCXO0KICHUSA
JIEKAPCTBEHHBIX MPenapaToB I MeAMIMHCKOI0 IPUMEHEeHHUH,
NMOAJIesKAIMX 0093aTeJIbHOH MAPKUPOBKeE CPeACTBAMM UICHTU(PHUKALMU

B COOTBETCTBUHU co cratbeii 20! denepanbHOro 3aKOHa
"OO0 OCHOBax TrOCYJapCTBEHHOTO pEryJHpOBaHUS TOPrOBOW JAESITENIbHOCTH
B Poccuiickoit ®enepanuu" IIpaButensctBo Poccuiickoit  Dexneparuun
NOCTAHOBJSAECT:

1. YTBepauts mpunaraemsie [IpaBuna mo0pOBOIBHOTO MPEIOCTABICHUS
B TOCYJapCTBEHHYI0 HMH()OPMAIIMOHHYIO CHUCTEMY MOHHUTOpPUHIA 32 000pOTOM
TOBAPOB, MOJYICKAIINX 003aTEILHON MapKUPOBKE CPEICTBAMU WIACHTH(UKAIINY,
uHpopmaiuu, ee 00padOTKU W MPUMEHEHUsS B IEJISIX MOJITBEPKIACHUS CTPaHbI
MIPOUCXOXKICHUS JICKAPCTBEHHBIX MIPEMapaToB IJisi MEAUIIMHCKOTO TPUMEHEHUS,
MOJIIeXKAIINX 00s13aTeTbHON MapKUPOBKE CPEICTBAMH UJICHTU(DHUKAIINH.

2. IOpunuueckne WA, SBISAIOMIKAECS HAJIOTOBBIMH  PE3UICHTAMU
Poccuiickonn ~ @enepanuu, OCYIIECTBISAIOIINE TOPrOBYKO  JIESITEIIBHOCTD,
CBA3aHHYI0 C TIPUOOPETEHHEM H TPOJAKEH HCXOJHBIX MaTepHUaloB,
MpeTHa3HAYCHHBIX TUTST MPOU3BOCTBA JIEKapCTBEHHBIX CPEICTB
UL MEOULMHCKOIO INPHUMEHEHMs (Jajleeé COOTBETCTBEHHO - HCXOJIHbIE
MaTepuaybl, JIEKAPCTBEHHBIC  CPENICTBA), OJHOBPEMEHHO  SIBIISIOIIUECS
IIPOU3BOAUTEISIMH JIEKAPCTBEHHBIX CPEJICTB, OCYIIECTBISAIOIINE UCIIOJIb30BAaHUE
MCXOJIHBIX MAaTepUajoB TPH MPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB, a TaKkKe



(buIHranel ¥ MPeICTaBUTENbCTBA MHOCTPAHHBIX IOPUINICCKUX JTUIL, SIBIISIOIIMXCS
HAJIOTOBBIMM  DPE3MJIEHTaMM  TOCYyAapCcTB -  4WiIeHOB  EBpasumiickoro
DKOHOMHMYECKOTO COK03a W OCYUIECTBIIIOIIMX TOPrOBYIO  JEATENBHOCTH
B Poccniickon denepanum, CBSI3aHHYIO c npruoOpeTeHueM
U TOpoAaXel  HCXOIHBIX  MarTepualoB, OJHOBPEMEHHO  SIBIISIOLIUXCS
MPOU3BOAMTENSAMH  JIEKAPCTBEHHBIX CPEACTB 51 OCYILECTBIISAIOIIMNX
UCIIOJIb30BAaHUE MCXOJHBIX MAaTE€pUAlOB MPH MPOU3BOACTBE JIEKAPCTBEHHBIX
CPEACTB, KOTOPBIE HAaMEPEHBI IOATBEPAWTH OCYIIECTBICHHUE BCEX CTaauM
MPOU3BOACTBA (BKJIIOYAs CHHTE3 MOJEKYJIbl JEHCTBYIOIIETO BEIIECTBa
bapmaineBTHUECKON CyOCTaHIIMU) JEKApPCTBEHHOTO CPEACTBA HA TEPPUTOPHUAX
rOCyJIapCTB - WICHOB EBpPa3sMiCKOrO SKOHOMHYECKOTO COK3a WJIM HCXOJIHBIE
Marepuaibl KOTOPBIX HNPUMEHSIOTCS TPU MPOU3BOJICTBE JIEKAPCTBEHHBIX
CPEACTB, BCE CTAUU IPOU3BOACTBA KOTOPBIX OCYILECTBIISIIOTCS HA TEPPUTOPHUAX
roCyapcTB - WieHOB EBpa3niickoro s5KOHOMHYECKOTO CO03a (J1ajee - CyObeKTh
MPOCIEKUBAEMOCTH), B COOTBETCTBUM ¢ IlpaBunamu, yTBEpKIECHHBIMHU
HACTOSAIIAM MOCTAHOBJICHUEM:

a) CO THS BCTYIUICHHS B CHJIY HACTOSIIETO MOCTAaHOBIEHUS TOOPOBOJIBHO
MOJAIOT B TOCYJAapCTBEHHYI0 HMH(POPMALMOHHYI0 CHCTEMY MOHWTOpPUHIA
3a 000pOTOM TOBApOB, MOJICKAIMUX O0SI3aTEIHHON MapKUPOBKE CPEICTBAMU
uaeHTUUKaIMu (1anee - THPOPMAaIMOHHAs CCTEMa MOHUTOPUHTA), 3asIBJICHUE
Ha UX PEruCTpalnio B UH(HOPMAIIMOHHOW CUCTEME MOHUTOPUHTA;

0) co IHA perucrpauvd B HWH(POPMALMOHHOM CHCTEME MOHWUTOPHHIA
00ecreunBarOT TOTOBHOCTH COOCTBEHHBIX MPOTPaAaMMHO-ANMNapaTHBIX CPEICTB
K UWHO)OPMAMOHHOMY B3aWMOJCUCTBHUIO € WH(GOPMALMOHHONW CHUCTEMOMN
MOHUTOPUHIAa W  HANpaBJSIOT ONEparopy HMHPOPMALMOHHON  CHUCTEMBI
MOHUTOpPUHIA 3asBKy Ha NPOXOXKJIEHUE TECTUPOBAHMUS HH(POPMALUOHHOTO
B3aMMO/ICUCTBUS B 3JIEKTPOHHOU PopMme;

B) CO JAHS pErucTpanuu B WHPOPMAIMOHHONW CHCTEME MOHHUTOPHHTA
U TPOXOXKIACHUS  TECTHUPOBAHUA, MPEIYCMOTPEHHOIO  MOIIYHKTOM "O"
HACTOAIIETO MYHKTA, 10 JHS NOJYYEHHs JTOKYMEHTA, COAEPIKAIETO CBEICHUS
O CTaaMsIX TEXHOJOTUYECKOro Ipolecca MNPOU3BOACTBA JIEKAPCTBEHHOIO
CPEACTBA, OCYLIECTBISEMBIX Ha TEPPUTOPHUH EBPa3niiCKOrO0 3KOHOMHYECKOTO
coro3a (lanmee - JTOKYMEHT O CTaJUsIX MPOU3BOJCTBA), HOOPOBOJIBHO TMOJAIOT
B HMHPOPMAIIMOHHYIO CHCTEMYy MOHHUTOPHHTA CBEICHHUS OO0 HCXOJIHBIX
Marepuanax, HeOOXOJUMBIX U OCYIIECTBIEHUS BCEX CTAaJWWA IPOU3BOACTBA
JEKapCTBEHHOIO CpeAcTBa (BKJIOYas CHHTE3 MOJIEKYJIbl JICHCTBYIOIIETO
BemecTBa (hapMaleBTHUECKON CyOCTaHIIMM) HAa TEPPUTOPHUSIX TOCYHApCTB -
WICHOB  EBpasMiiCKOr0  DKOHOMHYECKOIO  COK3a  COIVIACHO  CTaaMsIM



TEXHOJIOTUYECKOr0  MpOoIecca MPOU3BOJACTBA  JIEKAPCTBEHHOTO  CPEJICTBA,
YKa3aHHbIM B IPOMBIIUIEHHOM pPErjaMeHTe WM PEerjIaMeHTUPYIOIIHNX
JOKYMEHTaX, MPeayCMOTPEHHBIX MpPaBHJIAMH HaJJIeXalleld MPOU3BOACTBEHHOMN
NpakTUKU EBpa3zuiickoro 3KOHOMHYECKOTO COl03a (Jajiee - MPOMBIINUICHHBIN
perjaMeHT WM PEerIAMEHTHPYIOIIUE JOKYMEHTHI), Ha COOTBETCTBYIOLIEE
JIEKapCTBEHHOE CPEJICTBO, Ha KOTOPOE IUIAaHUPYETCS MOJIyYeHHE JIOKYMEHTa
0 CTaJusX MPOU3BOJICTBA;

r) CO JAHS PErucTpaluy B WH(OPMAIMOHHOW CHCTEME MOHWUTOPHHIA
U TPOXOXKIACHUS  TECTHUPOBAHUA, MPEIYCMOTPEHHOIO  MOIIYHKTOM "O"
HACTOSIIIEr0 IyHKTa, AOOPOBOJBHO MOAAIOT B HH(POPMALMOHHYIO CHUCTEMY
MOHHTOPUHTA CBEACHHUSA O TPUOOPETEHHWH H HCIIONB30BAHUHM HCXOJIHBIX
MaTepHuaoB, YKa3aHHBIX B MIPOMBIIIUIEHHOM periiaMeHTe
WIM PErJaMEHTUPYIOMMX JTOKYMEHTaX Ha COOTBETCTBYIOIIEE JIEKAPCTBEHHOE
CPEICTBO, HAa KOTOPOE IUIAHUPYETCS IOJIy4YEeHUE JOKYMEHTa O CTagusix
MIPOU3BOICTBA WJIH MOIYUYEH JOKYMEHT O CTaIUsIX TPOU3BOJCTBA;

n) obecnieynBarOT B COOTBETCTBUM C [IpaBriiaMu,  yTBEpKIECHHBIMU
HACTOSIIIMM ~ TIOCTAaHOBJICHWEM, TMepeJady CBEACHUH, NpeayCMOTPEHHBIX
MOANYHKTOM "T" HACTOSIIErO0 IYHKTA, aBTOMAaTHYECKH B PEXUME PEATBHOTO
BPEMEHHU, MO3BOJISIONIEM O0OECIeUMBATh HENPEPBIBHOCTH IEpENavyd CBEACHUI
B MH()OPMAIIMOHHYIO CUCTEMY MOHHUTOPHHTA U COOTBETCTBUE MPEIOCTABICHHBIX
CBEACHMI  CBEICHHUAM 00  HUCXOAHBIX  MaTepuanax, COJEPIKAIUMCS
B MH(QOPMAIIMOHHBIX CHCTEMaxX CYOBEKTOB MPOCICKMBAEMOCTH, B TOM YHCIIE
CBEIEHUSM 00 olepauusx C HUCXOJHBIMU MaTepHallaMH, COIPOBOMKIAIOIINX
(MHAHCOBO-XO03AMCTBEHHYIO AEITEIFHOCTh CyOBEKTOB MPOCICKUBAEMOCTH.

3. lOpunnueckne nuna W (QU3HYECKUE JIMLA, 3apErUCTPUPOBAHHBIE
B KaueCTBE MHAMBUAYAJIBHBIX MPEIIPUHUMATENICH, SABIISIONIMECS HAJIOTOBBIMHU
pesunenramu  Poccuiickorn ®Dexpepanun, OCYIIECTBISAIONIIAE MNPOU3BOACTBO
UCXOJHBIX MaTepuasoB U (WIM) TOProBYK JE€ATEIbHOCTb, CBSA3aHHYIO
C TNPHUOOPETEHHMEM M TMPOAAKEW HCXOIHBIX MAaTEpUajoB, HCIOIb3YEMbIX
IpU TPOU3BOJCTBE JIEKAPCTBEHHBIX CPEACTB CyOBEKTaMU MPOCIEKHUBAEMOCTH
(mamee - y4YacTHUKM 00OpOTa MCXOJHBIX MaTEpHaNOB), B COOTBETCTBUU
¢ [IpaBunamu, yTBepKI€HHBIMA HACTOSIIUM MTOCTAHOBJICHUEM:

a) T0OOpPOBOJIBHO TOJAIOT B HMH(POPMAIIMOHHYIO CHCTEMY MOHHUTOPWHTA
3asBJICHUME Ha PETUCTPALMI0 YYAaCTHUKOB O0OpOTa HMCXOJHBIX MAaTEpHUATIOB
B NH(OPMALIMOHHON CHCTEME MOHUTOPHHIA;

0) cO mHS perucTpanuy YYaCTHHUKOB 000pPOTa HCXOJIHBIX MAaTepHUaIOB
B UWHPOPMAIMOHHON CHCTEME MOHUTOPUHTA O00ECIeYMBAIOT TOTOBHOCTH
COOCTBEHHBIX MPOTPAMMHO-AMNMAPATHBIX CPEACTB K  HWH(POPMALMOHHOMY



B3aMMOJICHCTBHIO ¢ MH(OPMALMOHHONW CHCTEMOM MOHHUTOPHHTA M HAMPABISIOT
orepaTopy WHGOPMAIMOHHON CHCTEMbl MOHUTOPHHTA 3asBKY Ha MPOXOXKICHUE
TECTHUPOBaHUS NHPOPMAITMOHHOTO B3aUMOACHCTBUS B SJICKTPOHHOM (hopme;

B) CO JIHA PErucTpalMd YYacCTHUKOB 0OOOpPOTa MCXOJHBIX MaTEpHAIOB
B MH(POPMALIMOHHON CUCTEME MOHUTOPHUHIa U IMPOXOKIACHHUS TECTUPOBAHUS,
MPETYCMOTPEHHOTO TMOAMYHKTOM "O" HACTOSIIETO TMyHKTa, JOOPOBOJEHO
MOJAIT B MH(POPMALMOHHYIO CHCTEMY MOHUTOPHHIa CBeAEeHHS 00 o0opoTe
HMCXOJHBIX MaTEpPHalOB, HCIIOJIB3YEMBIX NPHU IPOU3BOJCTBE JIEKAPCTBEHHBIX
CPEICTB CYOBEKTaMH MPOCIEKHUBACMOCTH;

r) obecneunBaroT B COOTBETCTBUM C IlpaBuiamu, yTBep:KICHHBIMU
HAaCTOSAIIMM IIOCTAHOBJICHMEM, IIepelady CBEAEHUW, NPEAYyCMOTPEHHBIX
MOANYHKTOM ""B" HACTOSALIEr0 IyHKTa, aBTOMATHYECKH B PEXUME PEAIBHOTO
BPEMEHHU, MO3BOJISIONIEM O0OECIeUMBATh HENPEPBIBHOCTH IEpENavyd CBEACHUI
B MH()OPMAIIMOHHYIO CUCTEMY MOHHUTOPHHTA U COOTBETCTBUE MPEIOCTABICHHBIX
CBEACHMI  CBEICHHUAM 00  HUCXOAHBIX  MaTepuanax, COJCPIKAIUMCS
B MH(POPMALIMOHHBIX CUCTEMAX YYACTHUKOB 000POTA UCXOJIHBIX MATEPUAJIOB.

4. Peructparuss B “HGOPMALIUOHHOW CHUCTEME, UCIIOIB3YEMOU B IEISAX
oOecriedeHrsl MPOBEICHUSI HKCIIEPUMEHTa B COOTBETCTBHH C IOCTAHOBICHUEM
[IpaButensctBa Poccuiickoii ®enepanmu ot 22 nexadps 2023 r. Ne 2261
"O mpoBenenun Ha Teppuropun Poccuiickonn ®depepanuu SKCIEPUMEHTA
[0  IPOCJIECKUBAEMOCTH  JIEKAPCTBEHHBIX CPEACTB I  MEIMIMHCKOTO
IIPUMEHEHUSI U CBIPbs, HWCIIOJIB3YEMOIO Ui IPOM3BOJCTBA JIEKAPCTBEHHBIX
CpPEICTB I MEAMIMHCKOTO TpUMEHeHus" (majsee - DKCIEPUMEHT),
IOpUIMYECKUX JIMI W HWHAMBUAYAJbHBIX MpeINpUHUMATENEH, KOTOpbIe
1o coctostHuio Ha 31 aBrycra 2025 r. SBIANMCH YYaCTHHKAMH 3KCIIEPHMEHTA,
MIPUPABHUBAETCA K PETrUCTpaluyd B MHPOPMALMOHHON CHCTEME MOHWTOpPWHIA
B COOTBETCTBMM C NOANMYHKTOM "a" IyHKTa 2 WM NOAIYHKTOM "a" myHKTa 3
HACTOSAIIETO MOCTAHOBJICHUS.

B ciyyae ecnm cBeneHMs, NPENOCTABICHHBIE B paMKaxX JKCIIEpUMEHTA
CyOBeKTaMH TMPOCICKUBAEMOCTH WM YYaCTHUKAMH OO0OpOTa HCXOJTHBIX
MaTepualioB ISl PETUCTpalMd B MH(DOPMAIMOHHOW CHUCTEME, HCIOIb3yeMOM
B LEeJsIX o0ecreyeHus: IpOBEICHUS YKCIIEPUMEHTA, HE OTBEYAIOT IMOJIOKEHHIM
IIpaBwiI, yTBEPKIECHHBIX HACTOSIIMM ITOCTAHOBIEHHEM, B YAaCTH IPOLELYPHI
peructpauud B  WHGOPMAIMOHHONW CHUCTEME MOHHUTOPUHTA, CYOBEKTHI
MPOCIEKUBAEMOCTH M YYACTHHKM  O0OpOTa  HMCXOAHBIX  MAaTepHUaTIOB
NPEIOCTAaBIAIOT B WH(POPMAIMOHHYIO CHUCTEMY MOHHUTOPWHTA HEJOCTAOIINE
U (WIK) aKTyaJdbHbIE CBEJCHUS B COOTBETCTBUM C IMYHKTaMHU 2 M 3 HACTOSIIETO
ITOCTAHOBJICHHSI.



5. YcTaHOBUTH, UTO ONepaTop MH(POPMAMOHHON CHCTEMbl MOHUTOPUHTA
o0ecnieurBaeT OPraHru3alMI0 TECTUPOBAHUS NH(DOPMALIMOHHOTO B3aUMOACHCTBUS
MPOTpaMMHO-aNMNapaTHRIX CPEJICTB CYOBEKTOB MPOCICKUBAEMOCTH U (WJIN)
YYaCTHUKOB 00OpOTa HCXOJHBIX MaTepHaJoB M HMH(MOPMALMOHHOM CHCTEMBI
MOHUTOPUHTA.

6. Hactosimee mocTtaHoBiIeHHWE BCTymaeT B CHIYy CO JHSA  €rO
oumansHOTO OMyOIMKOBAHMUS.

AOKYMEHT MOAMWCAH
SNEKTPOHHOWM NOANUCHIO

IIpencenarens [IpaBuTenscTBa
o o 51/§FA88781EDQE42DC41EE5D43E303ES
Poccuiickon @enepauuu Aefcraurenr ¢ 26 06,2025 10 19.09.2026 M.Mumyctun

Baaaenel: MpaBUTeAbcTBo POCCUIACKON
Depepaunn




YTBEPX/IEHDbI

nocra”HoBseHueM [IpaBurenbcTBa
Poccuiickon ®enepannu
ot 23 centsiops 2025 r. Ne 1462

ITPABHUJA

A00pPOBOJILHOIO NMPEIOCTABIEHHUS B rOCYIapCTBEHHYI0 MH(OPMAITMOHHY IO
CHCTeMY MOHUTOPHUHTIA 32 000POTOM TOBApPOB, MO/JIEKAIUX 00513aTeJILHOI
MapKHPOBKe cpeACTBAMHU HIeHTH(PUKaIuM, nH(POPMALUH, ee 00PadOTKH
U MPUMEHEHUS B 1eJISIX MOATBEPKAEHHUS CTPAHBI MPOUCXO0KIEHUS
JIEKAPCTBEHHBIX NMPENapaToB AJsi MeIMIMHCKOT0 MPUMEeHEeHHU,
NO/IVIeKAIMX 003aTeIbHOH MAPKMPOBKE CpecTBAMH HAeHTUPUKATMHT

[. OOwme monoXKeHus

1. Hacrosmue I[IpaBuna onpenensror:

HNOPSAZOK  TOOPOBOJBHOTO  MPEAOCTABICHHUA B  TOCYAapCTBEHHYIO
MH(POPMAIIMOHHYIO CHCTEMY MOHHUTOPHHTA 32 000POTOM TOBAPOB, MOJICKAIINX
00s3aTeNbHOM ~ MAapKUpOBKE  CPEACTBAMHM  UJCHTU(UKAIWU  (nanee -
uHPOPMAIlMOHHAST ~ CHCTEMa  MOHHUTOPHWHTra), HHpoOpMamuu B  IEIAX
MOATBEP)KIAEHUSI  CTPaHbl IPOUCXOXKJEHUSA JIEKAPCTBEHHBIX  IpEnapaToB
I MEAUIIMHCKOTO MIPUMEHEHHUS, €€ 00BEM U COCTaB;

NOpsAZ0K 00pabOTKM ¥ TPHUMEHEHUs HHPOpPMAIUH, JA0OPOBOJIBHO
MPEJIOCTABIEHHOM B WH(OPMAIMOHHYI) CHUCTEMY MOHUTOPHHIa B LEJAX
MOATBEP)KIAEHUSI  CTPaHbl IPOUCXOXKJEHUSA JIEKAPCTBEHHBIX  IpEnapaToB
JUTSL METULIIMHCKOTO TIPUMEHEHMUS.

B nensax mNOATBEpKIEHUS CTPaHbl IPOUCXOXKIECHUS JIEKApCTBEHHBIX
[IpenapaToB i1 MEIUIUHCKOTO MPUMEHEHHUST OCYLIECTBISETCS MOATBEPKACHHUE
CTpaHbl TMPOUCXOXKACHUS JIEKAPCTBEHHBIX CPEACTB JUIsl MEIULUHCKOTO
IpUMEHEHUs1 (Jajiee - JIEKapCTBEHHBIE CPEJCTBA) NYTEM IOATBEPKICHHUS
(aKTUYECKOTO OCYIIECTBICHHS CTaIuil MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB
Ha TEPPUTOPHUSIX TOCYAAPCTB - YJIEHOB EBpa3sniiCKOro ’KOHOMHYECKOTO CO03a.

B wmemsax peanuszanuu  Hactosmux [IpaBun M3 rocyaapcTBEHHBIX
WH(POPMAIIMOHHBIX CHCTEM (pelepaibHbIX OPraHOB HMCIOJHUTENBHOW BIIACTH,
WHBIX WHOOPMAIMOHHBIX CHCTEM B HH(QOPMAIIMOHHYIO CUCTEMY MOHHTOPHHTIA,



a TaKke M3 MHPOPMAIMOHHON CHCTEMbl MOHUTOPUHTA B TOCYJAapCTBEHHBIE
UH(GOPMAIIMOHHBIE CUCTEMBI (pelepabHbIX OPraHOB HCIOJHUTEIBLHON BJIACTH,
UHbIE MH(OpPMAIMOHHBIE CUCTEMbl MEPEJAIOTCA  CBEJIEHUSA  COTJIACHO
npuiioxkeHuro Ne 1.

2. llonsatusa, wucnonas3yemble B HacTtosiimux [IpaBunax, o3Ha4aroT
CJeIyIoNIee:

"BUPTYaJbHBIA CKJan" - (yHKIMOHAT WH(MOPMAIIMOHHOW CHCTEMBI
MOHHUTOPUHTA, TIO3BOJISIIONIMN  HaKaliuBaTh W OTPAXKaTh  aKTyaJIbHYIO
uHbopmalio 00 MCXOAHBIX MaTepuaiax, HaXOJAUIUXCS BO BJIAJCHUM,
paclopsKEHUU, TOJB30BAaHUM CYOBEKTa IMPOCIECKUBAEMOCTH WIM yYaCTHHKA
000pOTa UCXOIHBIX MAaTEPUATIOB;

"nenierupoBaHue MaTepHuaIbLHOIO Oaytanca" - byHKIIMOHANT
UH(POPMAIIMOHHOW  CUCTEMbl  MOHUTOPWHIA,  MO3BOJISIONUN  CYOBEKTY
OPOCICKUBAEMOCTH BKJIIOYATh B MaTepUalbHBIA OajaHCc, (GOpMHUPYEMBIil
CyOBEKTOM IMPOCIIEKNBAEMOCTH, MaTEPUAIbHBINA OalaHC OJTHOM WIM HECKOJIBKUX
CTaJIi TEXHOJIOTMYECKOTO MpOIlecca MPOU3BOJICTBA JIEKAPCTBEHHOI'O CPE/ICTBA,
OCYUIECTBISIEMBIX JPYTUM CYyOBEKTOM MPOCIEKUBAEMOCTH;

"IIOKYyMEHT O CTaguax MpOu3BOACTBA" - JOKYMEHT, COJIep KAl
CBEJIEHUSI O  CTaAMsIX  TEXHOJOTMYECKOro  TMpollecca  MPOU3BOJICTBA
JIEKapCTBEHHOI'O CPEJICTBA, OCYUIECTBISIEMBIX Ha Tepputopuun EBpasuiickoro
HKOHOMHUYECKOTO COI03a;

"MTOKYMEHT MPOMU3BOJICTBA" - BJIEKTPOHHBIH JIOKYMEHT, (OpMHPYEMbIii
MH(GOPMAIITMOHHOW CUCTEMON CyOBEKTa MpPOCIEeKUBAEMOCTH, COJEPKAIIHIA
CBEJICHHS 00 MCXOJIHBIX MaTepuajax, IpeJayCMOTpEeHHbIe MoaAnmyHkTamu """ - "e"
nyHkTa 33 "actoamux [IpaBui, HamnpaBiseMbli B MHPOPMALIUOHHYIO CUCTEMY
MOHHUTOPUHTA C OJHOBPEMEHHBIM CIIMCAHUEM C BHUPTYaJbHOTO CKJaja
UCXOJHBIX MaTepHUalioB, YKa3aHHBIX B TaKOM 3JEKTPOHHOM JOKYMEHTE,
B OTHOLIEHUU CTaJMH TEXHOJIOTMYECKOT0 MpoIecca MPOU3BOJICTBA;

"MOKYMEHT chucaHusl" - DJJIEKTPOHHBIH JOKYMEHT, (opMHUpyeMbli
MH(GOPMAIITMOHHOW CUCTEMON CyOBEKTa MpPOCIEeKUBAEMOCTH, COJEPKAIIHIA
cBelleHuss 00 UCIIOJNIb30BAaHMM HUCXOJHBIX MaTEpHaJIOB, HaIpPaBIsEMbIii
B MHOOPMAIIMOHHYIO CHCTEMY MOHHUTOPUHTA B COOTBETCTBHUU C ITYHKTOM 49
HacTosiiux [IpaBuia ¢ OJHOBpPEMEHHBIM CIMCAHMEM C BUPTYaJIbHOTO CKJajaa
UCXOJIHBIX MAaTE€PHAJIOB, YKAa3aHHBIX B TAKOM AJIEKTPOHHOM JOKYMEHTE;

"UIeHTU(UKAITMOHHBIA KOJ cepuu” - MOCJIeI0BATEIbHOCTh CHUMBOJIOB,
dbopmupyromas  KojJ, MpuUcBanBaeMblii  HUHGOPMAIIMOHHONW  CUCTEMOM
MOHHUTOPHUHTA JIJIS 1IeJiel uIeHTU(PUKAIIMK CePUHM UCXOAHOTO MaTepurara;



"ueHTU(UKAITMOHHBIN KOJI MCXOJIHOTO0 MaTepuana" - YHUKaJIbHBIA KOJI,
NpUCBauBaeMbli HMH(POPMAIIMOHHONW CHUCTEMOM MOHHMTOPUHIA HUCXOJHOMY
MaTepHally IpU €ro OMMCaHUU B UHPOPMAIIMOHHOM CHCTEME MOHUTOPHHIA;

"uHTepdenc FMEKTPOHHOTO B3aUMOJIEUCTBUS" - COBOKYIHOCTh CPEJICTB
U TpaBWwi, o0OecleunBaroOlMX B3aUMOJIEHCTBUE MPOTrPaMMHO-AMNNapaTHBIX
CPEIICTB CYOBEKTOB MPOCIEKUBAEMOCTH WJIM YYACTHUKOB 000POTa HMCXOJHBIX
MaTepHaJioB U HH(OOPMAITMOHHOW CHUCTEMbl MOHUTOPHUHT A,

"HCTOJIb30BAaHUE HCXOJHBIX MarepuanoB" - BHECEHHUE
B MH(GOPMAIIMOHHYIO CHUCTEMY MOHUTOPHHIa WH(GOPMAIMOHHONW CHUCTEMOM
cyOBeKTa MpPOCISKUBAEMOCTH  CBEJEHUH 00 HUCXOJHBIX MaTepuanax,
UCIIOJIb3YEMBIX IPU MPOU3BOJICTBE JEKAPCTBEHHBIX CPEACTB AJISI METULIMHCKOTO
OPUMEHEHUS, Ha KOTOpPbIE IOJIYYEH JIOKYMEHT O CTaJusIX IPOU3BOJICTBA.
VYKazaHHbIE  CBEJICHUS  HANpPABISIIOTCA  MH(POPMAIIMOHHBIMU  CHUCTEMaMH
CyOBEKTOB MPOCIEKUBAEMOCTH B HH(POPMAIMOHHYIO CHCTEMY MOHHUTOPHHTA
B (hopMe JTOKyMEHTa MPOMU3BOACTBA C MPENOCTaBICHUEM B HUH(OPMAIMOHHYIO
CUCTEMY MOHUTOPUHIA CBEJICHUN B COOTBETCTBUM C moamnyHktamu 'r" - "e"
nyHkTa 33 Hacrosmux [Ipasui;

"HUCIIpaBIICHHBI  YHHUBEPCAJIbHBIM  MEpPENATOUYHBIM  JOKYMEHT' -
AJIEKTPOHHBIN NEPBUYHBINA JOKYMEHT 00 OTTPY3Ke TOBAPOB (BBIMOJIHEHUHU PabOT,
OKa3aHWM yCIIYT), O TIepe/iauye UMYIIECTBEHHBIX MPaB, CO3/1aBaEMbIil CyObEKTOM
IPOCICKUBAEMOCTH (Y4aCTHUKOM 000pOTa MCXOAHBIX MATEpUAJOB) TIPH
UCTIPABJIEHUM  PaHEEe  COCTABJICHHOIO  CyOBEKTOM  IPOCIIEKUBAEMOCTH
(yyacTHUKOM 000pOTa HMCXOIHBIX MaTEpPUANIOB) JTOKYMEHTa, COJEpPKaBIIETO
OIIINOKHU;

"HCXOOHBIE MaTepHualbl' - HCXOJHOE ChIPbE, PEAKTHBBI, PACTBOPUTEIIH,
BCIIOMOTATEJIbHBIE BEIIECTBA, IMPOMEXKYTOUHBIE MPOAYKTBHI, a TaKXKe JpyTHe
¢dapmaneBTuuecke cyOcTaHlUM, Hepac(acoBaHHas MPOIYKIHS, KOTOpHIE
UCITIOJIB3YIOTCS B IPOU3BOJCTBE JIEKAPCTBEHHBIX CPEJICTB;

"muyHbIl  KaOuHeT" - pa3MelieHHbI B MH(OPMAIMOHHO-
TeJleKOMMYyHUKaImoHHo# cetu "MHtepHer" (nasnee - cetb "MHTEpHET") Ha caiiTe
oreparopa HH(POPMAIMOHHOM CHUCTEMbl MOHHUTOPUHTA HMH(POPMALMOHHBIH
CEpPBUC, NPEIOCTABISIEMbI  OMEpPaTopoM  HMHPOPMAIIMOHHON  CUCTEMBI
MOHHUTOPUHTA CYOBEKTY MPOCIEKUBAEMOCTH (YYACTHUKY 00OpPOTa HCXOJHBIX
MarepuagoB, MUHUCTEPCTBY MPOMBIIUIEHHOCTH W TOpProBiau Poccuiickoii
@denepaniid) M HUCHOJB3YEMbIA OIMEPaTOpPOM HH(POPMAIMOHHON CHUCTEMBI
MOHUTOPUHTA U CYOBEKTOM IMPOCIEKUBAEMOCTH (YYaCTHHUKOM 000poTa
UCXOJIHBIX MarepuanoB, MUHHCTEPCTBOM IPOMBIILIEHHOCTH W TOPIOBIH
Poccuiickoit @enepaiun);



"MatepuaibHBIM  OanmaHc" - gaHHbIE 00 HMCXOJHBIX MaTepHaiax,
BHOCHUMBbIE B JOOpPOBOJILBHOM TIOpAJIKE CYOBEKTaMU MPOCIEKUBAEMOCTH
U UX YINOJIHOMOYEHHBIMH TWPEICTABUTENAMH B MH(OOPMAIIMOHHYIO CHUCTEMY
MOHUTOPUHTA B LENSAX OTpPaXEHUs CBEACHUN 00 MCXOAHBIX MaTepuanax
[0 CTaUsIM TEXHOJOTUYECKOro Tpollecca MPOU3BOACTBA JIEKAPCTBEHHOTO
cpenctBa. MarepuanbHbiil 6ananc GopmMupyercs B COOTBETCTBUHM CO CTAIUSAMHU
TEXHOJIOTUYECKOr0  MpoIlecca MPOU3BOJICTBA  JIEKAPCTBEHHOI'O  CPECTBA,
YKa3aHHbIMM B MPOMBIIIJIEHHOM  pErjaMeHTe WIH  PeriaMeHTHPYIOUX
JOKYMEHTaX, M BKJIIOYAET MaTepuajbHble OajlaHChl CTaAUN TEXHOJIOTHYECKOTO
npolecca MPOU3BOJICTBA JICKAPCTBEHHOTO CPEJICTBA, B KOTOPBIX OTPAXKEHBI
B OTHOIIEHUM KaXJOW TaKOW CTaJuu CBEJACHUS O KOJIMYECTBE HCXOJHBIX
MaTEpPUAIOB U KOJIMYECTBE IMOJIYYEHHOTO TOTOBOTO IMPOAYKTa C YYETOM
JIOTYCTUMBIX T'PaHMI] PACXOJIOBAHUS MCXOJHBIX MaTepUaoB U TOJyYECHHUS
TFOTOBBIX TPOAYKTOB, KOJWUYECTBE OTXOJOB MPU IMPOU3BOJICTBE, KOIMYECTBE
MaTepHUAIIbHBIX MOTEPH;

"ONIMOHATBHBIN TOBAP' - UCXOAHBIM MaTepHuas, B OTHOIIEHUH KOTOPOIO
npu  (QOpMUPOBAHUU MaTEPUAILHOTO OajlaHca CYOBEKT MPOCIEKUBAEMOCTH
MOXKET YKa3bIBaTh, YTO MPUMEHEHHE OTACIBHOIO0 MCXOJHOTO Marepuaia
ABJISIETCSI  HEOOs3aTeIbHBIM HA  CTaJUU  TEXHOJOTMYECKOTO  Mpolecca
IPOM3BOJICTBA JIEKAPCTBEHHOTO CPECTBA B COOTBETCTBUHU C NMPOMBINIJIEHHBIM
pPErjlaMeHTOM WJIM PEriiaMeHTHPYIOUIUMHU JOKYMEHTaMH Ha COOTBETCTBYIOIIEE
JIEKAPCTBEHHOE CPEJICTBO;

"MPOEKT" - AMEKTPOHHBINA JOKYMEHT, BKJIFOUAIOUIMNA OJIMH WA HECKOJBKO
MaTepHAIIbHBIX 0aJaHCOB, 3aPETUCTPUPOBAHHBIX B MH(POPMALIMOHHON CHCTEME
MOHUTOPUHTA,  YHUKAJIbHBIA  UIACHTU(GUKAIIMOHHBIA  HOMEP  KOTOPOTO
yKa3bIBaeTCsl NpHU MOJadye 3asBJICHHUS Ha MOJy4YeHHE JIOKYMEHTa O CTaJusix
IPOU3BO/ICTBA;

"MPOMEKYTOUHBIN npoayKT" - MPOAYKT, MOJTy4aeMblIi
HAa TPOMEXKYTOUYHON CTaJUMM TEXHOJIOTMYECKOTO Ipollecca MPOU3BOJICTBA
JIEKapCTBEHHOI'O CPEJICTBA B COOTBETCTBUH C MaTepUaIbHBIM 0ajIaHCOM;

"MPOMBILIUICHHBIA PErJaMeHT WM PEerjiaMeHTUPYIOIIUe JTOKYMEHThI" -
HOpPMAaTHUBHBIE JIOKYMEHThI O TPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJCTB,
peyCMOTPEHHbIE MpaBWJIaMH HaJUIeKaIed MPOU3BOJICTBEHHOW MPAKTUKU
EBpa3uiickoro 3kOHOMHUYECKOT0 CO03a;

"MpOTOKON Tepenaun AaHHBIX" - (opManru3oBaHHBIA HA0Op TpeOOBaHUM
K CTPYKType MakeToB HHPOpMalMd U aJIrOpuTMy OOMeHa NaKeTaMH
uH(pOpPMAIIMU MEX]y YCTPOMCTBAMU CETH TIEpe/lavul JaHHbIX;



"CyOBEKTBI TPOCICKUBAEMOCTH" - IOPUIWYECKHUE JIMIA, SBIISIOIIUECS
HaJIOTOBBIMU ~ pe3ujieHTamu  Poccuiickoii  denepanuu, OCYIIECTBIAIONINAEC
TOPTOBYIO JIEATEIIbHOCTD, CBSI3aHHYIO ¢ TPUOOPETEHHEM U MPOJIAYKEeH MCXOHBIX
MaTepuaioB, OJHOBPEMEHHO SBIAIOIIUECS MPOU3BOIUTEISIMHU JIEKAPCTBEHHBIX
CpPEACTB,  OCYLIECTBJISIIOIIME  HMCIOJb30BAHUE  HMCXOJHBIX  MaTepUaJIOB
Opyd  TPOM3BOJICTBE  JIGKAPCTBEHHBIX  CPEJICTB, a Takke  (UIHab
U TOPEACTABUTEIbCTBA HWHOCTPAHHBIX IOPUIAUYECKUX JIUI, SIBJISIOUIUXCS
HaJIOTOBBIMU  PE3UJEHTAMU  TOCYJapCTB -  4JeHOB  EBpa3uiickoro
SKOHOMHYECKOI0 COI03a M  OCYHIECTBIISIIOIIMX TOPrOBYHO JIESITEILHOCTh
B Poccuiickoii ®enepanuu, CBSI3aHHYH ¢ TPUHOOpETEHHEM M MPOJaKEH
UCXOJHBIX MaTE€pUaioB, OJHOBPEMEHHO SBJISIONIUXCSA MPOU3BOJIUTEISIMU
JIEKAPCTBEHHBIX CPEJACTB M OCYIIECTBIAIOIIUX HCHOJIb30BAaHUE MCXOJHBIX
MaTepuaioB IpPU MPOU3BOJICTBE JEKAPCTBEHHBIX CPEACTB, KOTOPbHIE HAMEPEHBI
MOATBEPAUTh OCYIIECTBICHHE BCEX CTaJuil TPOU3BOJCTBA (BKJIFOYAsT CUHTE3
MOJICKYJIbl ~ JISUCTBYIOIIETO  BellecTBa  (hapMaleBTUYECKOW  CyOCTaHIIMM)
JIEKApCTBEHHOI'0 CPEJICTBA HA TEPPUTOPHUSIX TOCYIApCTB - WieHOB EBpa3zuiickoro
SKOHOMHUYECKOI0  COK03a  WIM  HNPOAYKIHUS  KOTOPBIX  IPUMEHSIETCS
IpyU TPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB, BCE CTaJUM TPOU3BOJCTBA

KOTOPBIX  OCYIIECTBJISIIOTCS Ha  TEPPUTOPUSAX TOCYAApCTB -  YJICHOB
EBpazuiickoro 3k0OHOMHUYECKOT0 CO03a;
"YHUBEpPCAJIbHBI  KOPPEKTUPOBOUYHBIA  JIOKYMEHT" -  3JIEKTPOHHBIN

JOKYMEHT, TOJTBEpXKJarouuil cornacue ((GakT yBeIOMIICHHUS) MOKyHaTemns
HA  W3MEHEHHWE  CTOMMOCTH  OTTPYXKEHHBIX  HMCXOIHBIX  MaTepuasoB
(BBIMOJIHEHHBIX pabOT, OKA3aHHBIX YCIIYT), IEPEIaHHBIX UMYIIECTBEHHBIX MPaB,
dbopmar KOTOpOro yTBepKIaeTcsi ¢eaepalbHbIM OPraHOM HCHOJHUTEIBHOM
BJIACTH, YIOJHOMOYEHHBIM IO KOHTPOJIIO M HAJA30py B 0OJAacTH HAJIOroB
U cOOpOB;

"YHUBEpCAIbHBINA MEePeAaTOYHbIN TOKYMEHT'" - 3JIEKTPOHHBINA MMEPBUYHBIH
JOKYMEHT 00 OTrpy3Ke HCXOJHBIX MaTepuanoB (BBIIOJHEHUU PadoT,
OKa3aHWM YCIyT), O I[epefadye HMMYIIECTBEHHBIX IpaB, (QopMaT KOTOPOro
yTBEpKJ1aeTcs benepanbHbIM OpraHomM UCTIOJIHUTENbHON BJIACTH,
YIOJHOMOYEHHBIM IO KOHTPOJIIO M Ha/I30py B 00JaCTH HAJIOTOB U COOPOB;

"Yy4aCTHUKH 000pOTa HMCXOJHBIX MaTepUasioB" - IOPUIUYECKHUE JIUIIA,
¢bu3nueckue JUIA, 3apPETUCTPUPOBAHHBIE B KAaueCTBE WHIMBUIYAJIbHbBIX
npearnpuHUMaTesiel, SBISIONIMECS HAJIOTOBBIMU pe3ujieHTaMu  Poccuiickoit
@denepanvy, OCYIIECTBIAIONIME POU3BOACTBO  HCXOAHBIX  MaTe€pUaJOB
U (WIM) TOPrOBYIO JEATEIbHOCTb, CBA3aHHYIO C MPUOOpPETEHUEM M MpOaxeil



UCXOJHBIX MAaTEepUajoB, HUCIOJIb3yeMbIX IPU MPOU3BOACTBE JIEKAPCTBEHHBIX
CPEJICTB CYObEKTaMHU MPOCIEHKUBAEMOCTH.

Wuble noHATUs, Ucionb3yemble B HacTtosumx [IpaBuiax, npuMeHsIOTCs
B 3HAYEHUSX, OMNpPENENIEHHBbIX 3aKOHOJaTeNbCTBOM Poccuiickoit denepanuu
M YCTAHOBJEHHBIX TMpaBoM  EBpa3uiicKOro  SKOHOMHUYECKOTO  COHO3a
B YCTaHOBJICHHBIX cepax.

I1. ITopst1oK TOOPOBOJIBHOTO MPEAOCTABIICHHS B TOCYIaPCTBEHHYIO
UHOOPMAITMOHHYIO CUCTEMY MOHUTOPHHTA 33 000POTOM TOBApOB,
MOJIICXKAIINX 00513aTeIbHON MapKUPOBKE CPEICTBAMH MICHTU(DUKALINH,
UH(OPMAIUH B IEJISAX MOATBEPIKICHUS CTPAHBI IPOUCX 0K ICHHS
JICKapCTBEHHOTO TIperapara ik MEAUIIMHCKOTO TPUMCHCHHS,
ee 00beEM U COCTaB

3. CyOBbekT mpociexmBaeMoCTH  (YY4acTHHK  00OpOTa  MCXOJHBIX
MaTepualioB) I pPErucTpanud B HHMOPMALMOHHOM CHUCTEME MOHHUTOPHUHIA
U JOOpOBONBHOTO BHECEHHWS CBEACHWA B WH(OOPMAIMOHHYIO CHCTEMY
MOHUTOPHUHTA JI0JKEH:

a) BIAJACTh KBATU(DHUIMPOBAHHBIM CEPTU(UKATOM KIIOYa TMPOBEPKH
ANIEKTPOHHOM MOJIKCH, COOTBETCTBYIOIIMM KIIFOUY 3JIEKTPOHHOM IOJIUCH,
MO3BOJIAIOIIEMY CO3/1aBaTh YCWJICHHYIO KBATH(DHIIMPOBAHHYIO 3JIEKTPOHHYIO
MOJANMKCH (Jajee - yCUICHHAs! 3JIEKTPOHHAs TIOJIINCH);

0) UMETh MPOrpaMMHO-ANTAPATHBIN KOMILJIEKC, oOJaaronui
BO3MOXXHOCTBIO (DOPMHUpPOBAHUS W TOAMHUCAHUS DSJICKTPOHHBIX TOKYMEHTOB
YCUJIEHHOM DJIGKTPOHHOM TOAMUCHIO, a Takke oOOMeHa HEeOoOXOJAUMBIMU
AJIEKTPOHHBIMU JIOKYMEHTaMH C WH()OPMAIMOHHOW CHUCTEMOW MOHHTOPHHTA
(B TOM 4uCI€ MOCPEACTBOM JIMYHOTO KaOMHETA);

B) IMETh 3aKJIIOYCHHBIN C OMEePaTOPOM SJIEKTPOHHOTO TOKyMEHTO000poTa
JIOTOBOP.

4. Peructpanusi cyObeKTa MpPOCIEKUBAEMOCTH (y4yacTHUKAa 000OpoTa
UCXOJHBIX MaTepuanoB) B HUHMOOPMAIMOHHOW CHUCTEME MOHHUTOPHUHTA
OCYUIECTBJISICTCS Ha OCHOBAaHMM 3asBIICHUS CYOBEKTa MPOCICKUBAEMOCTH
(yuacTHHKa obopoTta HCXOJIHBIX MaTepuasnoB), HaMpaBJICHHOTO
B MH(GOPMALMOHHYIO CHUCTEMY MOHHUTOPHHTa M TOAMHMCAHHOTO YCUJICHHON
AJIEKTPOHHOM TMOAMHUCHIO CyOBEKTa MPOCISKUBAEMOCTH (y4acTHHKa 000poTa
MCXOJHBIX MaTepUaJioB) (fayiee - 3asBJICHUE O PErUCTpaIun).

5. 3asBieHne O perucTpaluu JOJIKHO COAEPKATh CIEAYIOIINE CBEICHUS

a) HAaMMEHOBaHUEe CyOBEeKTa MPOCICKUBAEMOCTH (y4acTHUKA 00O0poTa
MCXOJIHBIX MAaTE€pHUajoB), SBISIIOMIETOCS IOPUIAYECKUM JIUIIOM, WIH (aMuius,



UMs, OTYECTBO (NpU HAIMYUHU) Y4YaCTHMKA 0OOpOTa HMCXOJHBIX MAaTepHalIoB,
ABIIAIONIETOCS  (PU3MYECKUM  JIMIIOM, 3aperuCTPUPOBAHHBIM B  KauecTBE
WHAMBUAYAIBHOTO IPEIPUHUMATES;

0) TuI CyObEeKTa MPOCIEKUBAEMOCTH (y4aCTHHKA 00OpOTa HMCXOIHBIX
MaTepuasioB);

B) MECTO HAXOXJIEHUS CYyObEKTa IMPOCIEKMUBAEMOCTU (y4acTHHKA
000pOTa HCXOJHBIX MATE€pUAIOB), SBIAIOIIETOCA IOPUAMYECKUM JIHMIIOM,
WIM MECTO JKHTEIbCTBA YYAaCTHHKA O000pOTa HCXOAHBIX MaTepHaJIoB,
ABIIAIONIETOCS  (PU3UYECKUM  JIMIIOM, 3aperHMCTPUPOBAHHBIM B  KauecTBE
WHANBUAYAIBHOTO TIPEIIPUHUMATES;

I') UAeHTU(HUKATMOHHBIA HOMEDP HAJIOTOIUIATEIbIIUKA;

n) bamMuiisi, UMsi, OT4eCTBO (NP HAJWYWHU) JIMIA, MMEIOIIET0 IPaBo
JecTBOBaTh OT MMEHHU CyOBEKTa IpOCIEKUBAEMOCTH (y4acTHHKAa 000poTa
HCXOJHBIX MaTepHasioB) 0€3 TOBEPEHHOCTH;

e) Homep TenedoHAa W ampec  DJIEKTPOHHON  TMOYTHl  CyOBEKTa
MPOCIIEKNBAEMOCTH (y4aCTHHKA 000pOTa MCXOIHBIX MaTEpPHAIIOB), HA KOTOPHIA
OyZeT OCYIIECTBIATHCSA HAMpaBICHUE YBEAOMJICHHNA M3 HWH(POPMAIMOHHOM
CUCTEMbl MOHUTOPHHTQ;

XK) paMuiIusi, UMs, OTYECTBO (TMPU HAJTUYHMH), HOMEpP TenedoHa U aapec
AJIIEKTPOHHOM TMOYTHl KOHTAKTHOTO JIMIA CYOBEKTa MPOCIEKHUBAEMOCTH
(yyacTHHKa 000pOTa UCXOJHBIX MAaTEPUAIIOB).

6. 3asBUTEIO OTKA3bIBAETCS B PETUCTPALUU B HH()OPMALMOHHON CUCTEME
MOHHTOPHHTA TIO CJIETYIOIINM OCHOBAHUSM:

a) 3asBJIEHUE O PErucTpallid HE MOANMHMCAHO WM TMOJIUCAHO JIUIIOM,
HE UMEIOIIUM [IOJIHOMOYMH Ha €ro TMOANHMCAaHWE OT HMEHH CyOBbeKTa
MPOCIICKNBAEMOCTH (y4acTHHUKA 000pOTa UCXOJHBIX MaTEpUAIIOB);

0) uAeHTU(UKAIIMOHHBI  HOMEp  HAJIOTOIUIATENIbINNKA,  yKa3aHHBIHI
[pU MIOJIY9CHUN YCUJICHHOW JJIEKTPOHHON TMOAMHCH, HE COOTBETCTBYET
UACHTU(DHUKAIIMOHHOMY  HOMEpPY  HaJOTOIUIaTelbIIMKa B 3asBIICHUHU
O perucTpaluy;

B) GbaMuius, UMS M OT4YECTBO (IIPU HAJUYMM) JIHIA, MOAMHCABIIETO
3asiBJI€HUE O PErHCTpallid, HE COOTBETCTBYIOT (DaMHIIUU, UMEHU U OTYECTBY
(Mpu HaTU4KK), YKa3aHHBIM B 3asIBJICHUU O PETUCTPAIINH;

') OTCYTCTBHE WJIM HECOOTBETCTBHE CBEJACHUI B OTHOIICHUM 3asBUTENS,
yKa3aHHBIX B 3asBJICHUM O PETUCTpPAllMM, CBEACHUSIM B  €JUHOM
rocyJapCTBEHHOM PEECTpe HPUIUYECKUX JIMIl WK B €JUHOM IOCYJapCTBEHHOM
peecTpe HHIMBHAYAIbHBIX NpeANpUHUMATeNel u00 HalUuue B E€IUHOM
rocyJapCTBEHHOM PEECTpe HPUIUYECKUX JIMIl WK B €JUHOM IOCYJapCTBEHHOM



peecTpe WHIAMBUAYATBHBIX TPEINPUHUMATENCH 3allUCH O MPEKpalIeHUH €ro
JESITETbHOCTH;

1) 3asIBJICHME O  PETHCTpallii  TOATOTOBJICHO C  HapyIlIeHUEM
YCTaHOBJICHHOTO OTEepaTopoM HWH(POPMAIMOHHON CHCTEMBl MOHHUTOPHHTA
dbopMaTa, COAECPKHUT HEKOPPEKTHBIC CBEJICHWS WJIH HE COJCPKUT CBEJICHUH,
IpeyCMOTPEHHBIX HacTosmuMu [IpaBunamu;

€) 3asIBUTENIb YK€ 3aperHCTPUpPOBAH B HMHQPOPMAIMOHHON CHCTEME
MOHHUTOPUHTA,

’K) HECOOTBETCTBUE CBEJICHWN B OTHOIICHWW 3asBHUTENS, YKa3aHHBIX
B 3asBJICHUU O PETUCTPAIlUH, CBEJICHUSIM, YKa3aHHBIM B TOCYIapCTBEHHOM
peecTpe aKKpeIUTOBaHHBIX (DUIMAIOB, TMPEACTABUTEIBCTB HMHOCTPAHHBIX
IOPUINYECKUX JIMI, a TaKKe OTCYTCTBHE B YKa3aHHOM peecTpe 3aIucH
O 3asiBUTENIC WJIM HAJIWYWE 3alMUCH O NPEKpalIeHHUH €ero aKKpeIuTaIiu
(mns 3asBuTens - (QuiaMana WM TPEACTaBUTENICTBA  HMHOCTPAHHOTO
IOPUINYECKOTO JIUTIA).

7.1lo 3asBICHUIO JMIA, WMEKOIIETO MPaBO JACWCTBOBATH OT HWMEHH
CyOBEeKTa TPOCICKUBAEMOCTH UM YYaCTHHKA 000pOTa MCXOJHBIX MaTEpHaoB
0e3 MOBEpEHHOCTH, B MHPOPMAIIMOHHYIO CHCTEMY MOHHUTOPHHIa MOTYT OBIThH
BHECCHBI CBEJCHHSI O JINIAX, YIIOJTHOMOUYCHHBIX Ha MOAMHUCAHUE OINpeIeTICHHBIX
JOKYMEHTOB OT UMEHH CYOBEKTa NPOCIeKUBAEMOCTH (ydacTHUKa 000opoTa
MCXO/JHBIX MaTepuaioB) (Jajnee - YIOJHOMOUYEHHOE JIMIo). Takoe 3asBlIcHHUE
JOJDKHO COJIEPIKATh CIIEAYIOIINE CBEICHMUS:

a) cepTuUKaT KIOYa MPOBEPKH YCHUJICHHOW DJICKTPOHHOW TIOJITUCH
YIIOJTHOMOYEHHOTO JIUTIA;

0) dpamunus, uMs, 0oT4eCTBO (MPU HAJTTMYUHN) YIIOJHOMOYEHHOTO JINIIA;

B) THITBI JOKYMEHTOB, MPEAOCTaBISEMBIX B WH()OPMAIMOHHYIO CHCTEMY

MOHUTOPHHIA, ImpaBo IIOAIMUCHIBATD KOTOPBIC MpcaoCTaBJICHO
YIIOJIHOMOYCHHOMY JINITY,
F) HaJINn4uc JOKYMCHTA, IMOATBCPIKAAIOIICTO ITOJIHOMOYH A

YIOJHOMOYEHHOTO JIUIIA;

1) CPOK  JEUCTBUSL  JIOKYMEHTa, TOJTBEPXAAIONIETO  MOJTHOMOYUS
YIOJHOMOYEHHOTO JIMIIA.

8. B ciyuae mpekpailleHusi MOJHOMOYHMI YIIOJHOMOYEHHOr0 JUIA JIUIIO,
UMEIolllee IMpaBoO JCHCTBOBAaTH OT HMMEHU CYOBbEKTa MPOCIEKUBAEMOCTH
(yuacTHUKa 000pOTa MCXOJHBIX MaTepuasoB) Oe€3 JOBEPEHHOCTH, BHOCHT
B MHGOPMAIIMOHHYIO CUCTEMY MOHUTOPUHIA CBEACHHUS O JaTe MpEeKpalleHHs
JNEUCTBUSA JOKYMEHTa, MOATBEPKIAIOIIETO0 IMOJHOMOYHS YIIOJIHOMOYEHHOTO
JUIA.



9. Bo BHeceHuM B MH(OPMAIMOHHYIO CHCTEMY MOHHUTOPHHIA CBEJCHUMN
00 yIOJIHOMOYEHHOM JIUIIE, TOMUMO OCHOBAHUM IS OTKa3a, IPEIyCMOTPEHHBIX
nyHkToM 13 Hacrosuux [lpaBui, oTKas3biBaeTcsi Takke B cllydae, eciH
YIOJHOMOUYEHHOE JIMIIO YK€ 3aperuCTPUPOBAHO B MH(POPMAIIMOHHON cHCTEME
MOHHUTOPUHTA KaK YIOJIHOMOYEHHOE JIUIO COOTBETCTBYIOIIETO CyOBeKTa
POCIEKUBAEMOCTH (Y4aCTHUKA 000pOTa UCXOIHBIX MATEPUAJIOB).

10. CyObekT mpocieXKMBaeMOCTH  (YYacTHHUK  00OpOoTa  MCXOIHBIX
MaTepHalioB), PpaHEE 3apEerUCTPUPOBAHHBIN B HH(POPMAIMOHHOM cHCTEME
MOHHUTOPUHTA KaK YYacCTHUK 00OpOTa TOBApOB, MOJUISKAIIUX 00s3aTeIbHOM
MapKUPOBKE CpEACTBAMHU HACHTHU(PUKALUM, Uil PErucTpallid B KadyecTBe
cyOBeKTa MpOoCIeKUBaeMOCTH (y4acTHHKAa O0OpOTa HMCXOJIHBIX MAaTE€pHUajIoB)
HampaBJsieT B HH(QOPMAIMOHHYIO CHCTEMY MOHHUTOpPUHIA YBEIOMIICHHE,
cojiepKaliiee Caeayrole CBeICHHUS:

a) UJICHTU(PUKAMOHHBIM HOMEP HAJIOTOIJIATENbIINKA,;

0) HauMeHOBaHKEe ToBapHOU rpynisl "dapmarieBTUUEeCKOe Chipbe";

B) TUI YYaCTHHUKA.

11. IlpenocraBnenue cyObeKTaMH MPOCIEKUBAEMOCTH (y4aCTHUKaAMU
000poTa UCXOJHBIX MarepuanoB) MHopMauu B MHOOPMAIMOHHYIO CUCTEMY
MOHHUTOPUHTA OCYLIECTBJISIETCS C MCIOJb30BAaHUEM CTAaHIAPTHBIX MPOTOKOJIOB
neperayu JaHHBIX U pa3paboTaHHBIX ONEepaToOpoM HH(POPMAIMOHHON CUCTEMBI
MOHHUTOPUHTA MHTEP(PEHCOB IIIEKTPOHHOTO B3aUMOJCUCTBHUS IMyTeM OOMEHa
DJIGKTPOHHBIMU JIOKYMEHTaMH (3asiBJICHUE, YBEIOMJICHUE, KBUTAHIUS WU [Ip.),
TpeboBaHuss K  (opmMaTy  KOTOPBIX  ONPENENSIOTCS  ONepaTopoM
MH(GOPMAIITMOHHOW  CUCTEMbl MOHHUTOPHMHTAa W KOTOpbIE pa3MeIlaloTcs
Ha O(UIIMATLHOM caiiTe oreparopa UH(GOPMAIMOHHONW CHUCTEMbl MOHUTOPUHTA
B ceTu "MHTepHeT".

[IpenocraBnenne  cyObeKTamMHM  MPOCIEKUBAEMOCTH  JIOKYMEHTOB
POM3BOJICTBA B MH(POPMALIMOHHYI0 CHCTEMY MOHUTOPHHIA OCYIIECTBIISETCS
B XPOHOJIOTMYECKOM IMOPSAKE B COOTBETCTBUU C OCYIIECTBIISIEMBIMH HMH
CTaJAMsIMU  TEXHOJOTMYECKOTO TIpollecca MPOU3BOJACTBA  JIEKAPCTBEHHOTO
CPEJICTBA M COTJIACHO MPOMBIIUJIECHHOMY PErIaMeHTY WJIM PerjaMeHTUPYIOIIUM
JOKyMEHTaM Ha COOTBETCTBYIOIIIEE JIEKAPCTBEHHOE CPEJICTBO.

[IpenocraBnenne  cyObeKTaMu  MPOCIEKUBAEMOCTH  MHMOpMauu
O BBINOJIHEHUH (PAKTUYECKH OCYIIECTBIIEMbIX CTaJUi TEXHOJIOTHMYECKOTO
nporecca MPOU3BOJACTBA  JIGKAPCTBEHHOTO  CPEJICTBAa, COOTBETCTBYIOLIUX
MaTepHaAIbHOMY OaiaHCy, OCYIIECTBIIAETCS C yKa3aHUEM UJEHTU(OUKAIMOHHOTO
HOMEpa MPOEKTa, B OTHOUIEHUU KOTOPOTO0 MUHUCTEPCTBOM MPOMBIIILIIEHHOCTH U
tToproBiu Poccuiickoit denepanuu BbIaH TOKYMEHT O CTaUsAX POU3BOJICTBA.
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12. IlpenocraBneHue B HMHPOPMALMOHHYID CHUCTEMY MOHUTOpPHHIA
npeaycMOTpeHHOM Hacrosuumu  [lpaBunamu uHdopmainuu, mnepenaBaemMoit
B COCTaB€ YHHMBEPCAJIbHBIX IEPEJATOUYHBIX JOKYMEHTOB, HCIPABICHHbIX
YHHUBEPCAJIbHBIX nepeaTOuHbIX JIOKYMEHTOB u YHHUBEPCATIbHBIX
KOPPEKTUPOBOUHBIX JIOKYMEHTOB, OCYUIECTBIISIETCS cyOBeKTOM
POCIEKUBAEMOCTH (Y4aCTHUKOM 00OpOTa MCXOJIHBIX MAaTE€pUAIOB) MyTEM HUX
HaIpaBJICHUs] OIEpaTopy DSJIEKTPOHHOTO JOKYMEHTOOOOpOTa Ha OCHOBAHHHU
3aKJIIOYEHHOTO MEXAY CYOBEKTOM IMPOCIEKHUBAEMOCTU (YYaCTHUKOM 000pOTa
UCXOJHBIX MaTepuajioB) W OINEpaTOpOM BJIEKTPOHHOIO JOKYMEHTOO0OOpOTa
JI0OTOBOPA, KOTOPBIH JOHKEH MPEyCMaTPUBATh CIEIYIOIINE MOJ0KEHUS

a) repejavya MoJAMUCAaHHBIX 00€MMH CTOPOHAMH CJIIEJIKU YHUBEPCATbHBIX
NepelaTOYHbIX JIOKYMEHTOB, HWCIIPABJICHHBIX YHUBEPCAIbHBIX TMEePEaTOUYHbIX
JOKYMEHTOB M YHHMBEPCAJIbHBIX KOPPEKTUPOBOUYHBIX JIOKYMEHTOB ONEPATOPOM
AJNIEKTPOHHOTO IOKYMEHTO000pOTa B MHPOPMAIIMOHHYIO CUCTEMY MOHUTOPUHTA
OCYUIECTBJISIETCS B PEXKUME PEaIbHOTrO BPEMEHHU;

0) mepefaya OMepaTopoM 3JIEKTPOHHOTO JOKYMEHTOOOOpOTa CYOBEKTY
OPOCICKUBAEMOCTH  (YYaCTHHKY  00OpOTa  HMCXOJHBIX  MAaTEpHUaJoOB)
yBEJIOMJICHUNA  (KBUTaHIMI)  omeparopa  HMHOOPMAIMOHHOW  CUCTEMBI
MOHHUTOPHUHTA, YKa3aHHBIX B MyHKTe 14 Hactosmux [lpaBun, ocymectBisercs
B PEXKHMME pEajbHOTO BPEMEHU;

B) AaTOM MPEAOCTABICHUS CYOBEKTOM MPOCISKUBAEMOCTH (YYaCTHUKOM
000pOoTa HUCXOAHBIX MATEpUaOB) CBEACHUN B MHPOPMAIMOHHYIO CHCTEMY
MOHHUTOPUHTA CYUTAETCS JlaTa MOJYyYEHUS YHUBEPCAIBHOIO MEPeIaToYHOro
JIOKyMEHTa, MCIPABIEHHOIO YHUBEPCAIBHOTO TMEPEaTOYHOI0 JTOKYMEHTA,
YHUBEPCAIBHOTO KOPPEKTUPOBOYHOTO JOKyMEHTa OmepaTopoM
UH(GOPMAITMOHHON CUCTEMbI MOHUTOPHUHTA;

I') OTBETCTBEHHOCTh 32  KOPPEKTHOCTh  CBEIACHUH, COJEPIKAIIUXCS
B YHUBEPCAJIbHBIX MEPEAATOYHBIX JOKYMEHTAX, UCTIPABIEHHBIX YHUBEPCAIbHBIX
NepelaTOYHbIX  JIOKYMEHTaX M YHUBEPCAIbHBIX  KOPPEKTHUPOBOYHBIX
JOKYMEHTaX, HECET CYOBEKT MPOCIEKUBAEMOCTH (YUaCTHUK 000pPOTa UCXOIHBIX
MaTepHalioB), a OTBETCTBEHHOCTh 3a HEU3MEHHOCTh U CBOEBPEMEHHOCTD
nepenayd B MHOOPMAIMOHHYI) CHCTEMY MOHUTOPUHIA YHHBEPCAIbHBIX
NepelaTOYHbIX JIOKYMEHTOB, HWCIIPABJICHHBIX YHUBEPCAIbHBIX TMEePEaTOUYHbIX
JOKYMEHTOB U yHUBEPCAIbHBIX  KOPPEKTHUPOBOYHBIX  JIOKYMEHTOB,
NPEIOCTaBIECHHBIX CYOBEKTOM MPOCIEKUBAEMOCTH (YYaCTHHUKOM 000poTa
MCXOJIHBIX MAaTE€PHAJIOB), HECET ONEPATOP ANEKTPOHHOTO JOKYMEHTOOO0pOTA.

13. B ipueme  3JIEKTPOHHBIX  JIOKYMEHTOB  WJIM BO  BHECEHUU
B HMH(QOPMAIMOHHYIO CHUCTEMY MOHHUTOpPUHIA CBEJIEHUMN, MPEIOCTABISIEMbIX
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CyOBeKTaMH  MPOCIEeKUBAEMOCTH  (YyYaCTHHKaMU  000pOTa  HMCXOJHBIX
MaTepualioB) B WH(MOPMAIMOHHYIO CHCTEMY MOHUTOPUHIA, OTKAa3bIBACTCS
IPU HAJTMYUHU OJTHOTO U3 CIEAYIOLIIMX OCHOBAHUM:

a) MPEJIOCTABJIICHHbIE  JOKYMEHTBHl  IMOATOTOBJIEHBI C  HapylIEHUEM
YCTaHOBJIEHHOT'O dbopmara, cojepKar HEKOPPEKTHBIE CBEJICHUS
160 He coepkKaT CBEACHUH, MPEyCMOTPEHHBIX HACTOSIIUM Pa3/iesioM;

0) TOKyMEHT HE TMOJIUCAH WU MOAMNMUCAH JUIIOM, HE YIOJIHOMOYEHHBIM
CyOBEKTOM MPOCIEKUBAEMOCTH (YUYACTHUKOM 000pOTa MCXOJIHBIX MAaTEpPUAJIOB)
Ha TOJIMUCAHNUE IOKYMEHTA OT UMEHH CYyOBhEKTa MPOCIeKUBAEMOCTH (Y4aCTHUKA
000poTa UCXOIHBIX MATEPHUANIOB) JUOO HE OO0JIaJAONIMM MPABOM MOJMUCAHUS
ATOTO TUIIA TOKYMEHTOB;

B) HAIMYME B OTHONIEHUMH CYOBEKTa MPOCICKUBAEMOCTH (y4acTHHKA
000pOTa MCXOJHBIX MATEPUATIOB) 3aMMCH B €UHOM TOCYJIapPCTBEHHOM PEEcTpe
IOPUINYECKUX JIMI] O NPEKPALIEHUH JAESATEIbHOCTH HOPUANYECKOrO JIUIIA,
aub0 3amMcu B €IMHOM TOCYJIapCTBEHHOM pEeCcTpe HWHJIMBUIYaTbHBIX
npearnpuHUMaresel o0 TMpeKpamieHud (QU3UYECKUM JIMIOM  JI€ATEIbHOCTH
B KauyecTBE  WHIUBUIYAIBHOTO  MpeAnpUHUMATENs, Jub0  3amucH
B T'OCY/JapCTBEHHOM pPEECTpEe aKKPEIUTOBAHHBIX (DUIIMAJIOB, MPEICTABUTENILCTB
WHOCTPAHHBIX HOPUAMYECKUX JIUI[ O MPEKpAIleHUH aKKpeauTaluu ¢uauana
VI TIPEACTAaBUTENbCTBA HHOCTPAHHOTO FOPUIMYECKOTO JIULA;

') HECOOTBETCTBUE CBEJICHUN O BBO3UMBIX Ha TAMOXEHHYIO TEPPUTOPUIO
EBpa3uiickoro 3K0HOMHUYECKOr0 COK3a UCXOJIHBIX MaTepuasax, HalpaBIEeHHbIX
CyOBEKTOM MPOCIEHKUBAEMOCTH (YUYACTHUKOM 000pPOTa MCXOJIHBIX MAaTEpPUAJIOB)
B UH(OPMAIMOHHYIO CHCTEMY MOHUTOPUHIA, CBEACHUSIM, COJEpKAIIUMCS
B JIEKJapalMyd Ha TOBAaphl, 3alpaliiBacMbiM B EIMHON aBTOMAaTU3UPOBAHHOM
MH(GOPMAIIMOHHONW CHUCTEME TaMOXEHHBIX OPraHoB, yKa3aHHbIM B MYHKTE 7
npuiiokeHust Ne 1 k nacrosimum [IpaBunam, u (M) OTCYTCTBHE B JCKJIapalvu
Ha TOBaphbl CBEIECHUH, NMpeaycMOTpeHHbIX [lopsIKoM 3amonHeHus AeKJIapalnuu
Ha TOBapbl, yTBEpXKIeHHbIM pemieHneM Komuccun TamokeHHOTO coro3a
or 20 mas 2010 r. Ne 257 "O ¢dopme nexnapanuu Ha TOBAaphl U MOPSIKE €€
3anoJHeHus "

1) HETIOCTYIUIEHHE B HMH(POPMAIIMOHHYID  CHUCTEMY  MOHUTOPHHIA
yKa3aHHoOM B myHkTe 8 mpuiioxkeHust Ne 1 k Hacrosiuum [paBunam nHdopmanmu
00 HCXOAHBIX Marepuajgax >KHUBOTHOIO IIPOMCXOXKJEHHUS, 3alpaliuBacMoi
B ®DenepanbHOM TOCYJApCTBEHHOM HWH(POPMAIIMOHHOW cHCTeMe B 00JIacTH
BETEPUHAPUH;

€) HECOOTBETCTBUE CBEJIEHUA O POCCHUICKUX MCXOJHBIX MaTepHraiax
B YHHBEpPCAJbHOM IMEPEAAaTOYHOM JOKYMEHTE, HaIpaBiIsieMOM CyOBbEKTOM
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OPOCICKUBAEMOCTH  (yYacTHUKOM  000OpoTa  HMCXOAHBIX  MAaTEepUasoOB)
yepe3 olepaTopa 3JIEKTPOHHOIO JOKYMEHTO00OpoTa B HWH(MOPMAIMOHHYIO
CUCTEMY MOHUTOPHHIA, CBEACHUSIM, COAEPKAIIMMCS B PEECTPE POCCUHUCKOM
IPOMBIIIJIEHHON IPOIYKIIUH, pasmenaeMomM B roCyJ1IapCTBEHHOM
MH(QOPMAIIMOHHON CUCTEME MPOMBIIUICHHOCTH B COOTBETCTBUHU CO cTarbeid 17!
@®enepanbHoro 3akoHa "O NOpOMBIIUIEHHOM TMOJIUTUKE B Poccuiickoii
Oenepanuu" (nanee - peecTp MPOMBIIUIEHHOW MPOAYKIIMH), 3alpalliliBacMbIM
B PEECTpPE NPOMBILUIEHHOM NPOAYKIIMM B COOTBETCTBUM C MYHKTOM 13
npuinoxkenus Ne 1 k HactosiuuMm [IpaBunam.

14. CyOBbexkT mpociexuBaeMocTd  (Y4aCTHMK 00OpOTa  MCXOJHBIX
MaTepUajoB) TOCPEACTBOM JIMYHOIO KaOMHETa YBEIOMIISIETCA O MOJNyYEeHUH
WH(POPMALIMOHHONW CHCTEMOHl MOHHUTOPHHIA TMPEJOCTABICHHBIX CYOBEKTOM
MPOCIEKUBAEMOCTH  (YYaCTHUKOM  00OpOTa  HUCXOJHBIX  MaTEpHUasoB)
B UH(OPMAIMOHHYIO CHCTEMY MOHHUTOPHHIA AJIEKTPOHHBIX JOKYMEHTOB
U BHECEHUM CBeI€HU B HHPOPMAIMOHHYIO CHUCTEMY MOHHUTOPHUHTA,
Wi 00 OTKa3e B NIPUHATUU DJJIEKTPOHHBIX JOKYMEHTOB, WM 00 OTKasze
BO BHECEHMM CBEJCHUI B HH(OPMALMOHHYIO CHUCTEMY MOHHUTOPHHTA ITyTEM
HanpaBlieHUs! CyOBEKTY MPOCIEKUBAEMOCTH (YYaCTHHKY 00OOpOTa HCXOTHBIX
MaTepuaioB) yYBeIOMJIEHUS (KBUTAaHIMU) O MPHUEME 3IEKTPOHHBIX JOKYMEHTOB
(BHEceHMU cBeleHUN B WH(GOPMAIIMOHHYIO CHCTEMY MOHHMTOPHHTA, OTKa3e
B IPUHATUU DJJIEKTPOHHBIX JIOKYMEHTOB, OTKAa3€ BO BHECEHHUM CBEICHHUI
B MH(POPMALMOHHYIO CUCTEMY MOHUTOPHHIA), COJEPXKAIIEro CIEAYIOUINe
CBEJICHUS:

a) pETUCTPALIMOHHBIA HOMEP JOKYMEHTa, MOJYyYEeHHOTO0 OT CyObeKTa
MPOCJICKUBAEMOCTH (Yy4aCTHUKA 000POTa UCXOTHBIX MaTEePHUAIOB);

0) HOMep yBeJIOMJICHUS (KBUTAHITUH);

B) JaTa yBeJIOMJICHUS (KBUTAHIIUN);

') UAeHTU(UKAIMOHHBIE KOJbI CepUM B HMHQPOPMALMOHHON CHUCTEME
MOHUTOpPUHIa (€CAM TPEJOCTABICHHBIA JIOKYMEHT COJEPKHUT CBEICHHUS
00 omeparnusixX, COBEPIIAEMbIX C HCXOJHBIMH MaTepHajaMH, O00pa3yIOIIMMUCS
Ha CTaJWU TEXHOJOTMYECKOTO TMpolecca MPOU3BOACTBA JIEKAPCTBEHHOTO
cpelcTBa (fnanee - uACHTU(PUIUPYEMbIE UCXOIHbIE MaTepUabl);

1) COOOIIIEHNE O TMOJYYCHUH WM O BHECEHHUM JTOKYMEHTOB (CBEICHUI)
B MUH(OPMAIIMOHHYIO CHCTEMY MOHHUTOpUMHIa JMOO O TpUYMHAX OTKa3a
B X BHECCHUM.

15. HanpaBienue cyObEeKTOM MPOCIEKUBAEMOCTH (YYACTHUKOM 00OpoTa
HCXOJIHBIX MAaTepHalioB) 3JIEKTPOHHBIX JOKYMEHTOB B HWH(OPMAIMOHHYIO
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CUCTEMY MOHUTOPUHIA TOJTBEPKAAETCS  yBeJAOMJIEHHEM (KBUTAHIIUEH)
O BHECEHUH CBEJCHUI B MH(OPMAIIMOHHYIO CUCTEMY MOHUTOPHUHTA.

JlaToii mpemocTaBieHUsT CYOBEKTOM MPOCIEKUBAEMOCTH (YYACTHUKOM
obopoTta UCXOJTHBIX MaTepHaioB) AIIEKTPOHHBIX JIOKYMEHTOB
B MH()OpPMAIMOHHYIO  CHUCTEMY  MOHHMTOPHHIA  MpU3HAeTcs  jaTa,
3aUKCUpOBaHHAs B YyBEJAOMJIEHUU (KBUTAHIIMM) O TpPUEME JJIEKTPOHHBIX
JIOKYMEHTOB.

VYka3zaHHble B  HACTOSIIEM IYHKTE€ YBEJAOMJIEHUS  (KBUTAHIIUN)
aBTOMAaTHYEeCKH (POPMUPYIOTCS, TMOAMKUCHIBAIOTCS YCUJICHHOW SJIEKTPOHHOM
NOJMUCBhIO  omeparopa  HMH(OPMAIMOHHON CUCTEMBI MOHHUTOPHUHTA
C  TOPUMEHEHUEM  CPEACTB  DJICKTPOHHOM  MOAMHCH,  HCIOJb3YEeMbIX
JUISl aBTOMAaTUYECKOTO0 CO3/IaHUs AJIEKTPOHHBIX MOAMUCEN, M HaIPaBISIOTCS
B JUYHBIA KaOMHET CyOBeKTa MPOCIIEeKUBAEMOCTH (y4acTHHMKAa 00opoTa
UCXOJHBIX MaT€pUAJIOB) OCPEACTBOM MH(DOPMAILIMOHHOM CUCTEMbI MOHUTOPUHTA
B (QopMe DSJIEKTPOHHOrO JIOKYMEHTa TMpU pa3MElIeHUH TepelaHHbIX
AJNIEKTPOHHBIX IOKYMEHTOB B MH()OPMAIMOHHOW CHUCTEME MOHUTOPUHTA.

16. CyObexkThl MpOCIEKUBAEMOCTH (YYaCTHHUKHA O0OpOTa HCXOIAHBIX
MaTepHaJIOB) MPEAOCTABISIOT CBEACHHS B HHOOPMAIMOHHYID) CHUCTEMY
MOHHUTOPHUHTA KaK CAMOCTOSITEILHO, TaK U C MIPUBJICYCHUEM UHBIX IOPUINIECKUX
JUI WM UHAUBUAYAJIbHBIX MPEITPUHUMATENEH, YIIOJTHOMOYEHHBIX CyObEeKTaMu
OPOCICKUBAEMOCTH  (YYaCTHUKaMH  00OpOTa  UCXOJHBIX  MAaTE€pHUaJoOB)
U JCUCTBYIOIIMX OT HUX HUMEHH B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
Poccuiickon ®enepanumu.

Nudopmarimonnas cucreMa MOHUTOPUHTA oOecreuynBaeT o0paboOTKy
U pa3MElIeHUE DIJIEKTPOHHBIX JOKYMEHTOB, MPEJOCTABICHHBIX CYOBEKTaMH
OPOCICKUBAEMOCTH  (yYaCTHHKaMu  000pOTa  MCXOJHBIX  MaTepuasoB),
B aBTOMATU3MPOBAHHOM PEKHUME C HaIpaBJICHUEM YBEJAOMJICHUS (KBUTAHIIMM)
O BHECEHUHM COOTBETCTBYIOIIUX HM3MEHEHUNW B HH(POPMAIMOHHYIO CHUCTEMY
MOHHUTOPHUHTA.

17. ®opmMupoBaHUE KapTOYKH  OINHUCAHMUS  HMCXOAHOrO  Marepuasa
OCYUIECTBJISIETCS CYOBEKTOM  IPOCIEKUBAEMOCTH (YYaCTHHUKOM  000poTa
UCXOJHBIX MaTepuagoB) B JMYHOM KaOuHere. DoOpMHpOBaHHE KaAPTOUKU
OMMCAHUS HCXOJHOI0 MaTepuajia OCYIIECTBIISIETCSI B OTHOUIEHUH HCXOJHBIX
MaTepHalioB, HEOOXOAUMBIX JUJISl ONMMCAHMS MaTepUaTbHOTO OallaHca COTJIACHO
OPOMBIIVIEGHHOMY — PErjaMeHTy WM  PErjaMeHTUPYIOIIUM  JOKYMEHTaM
U (WIM) HaNoOJHEHUS BHUPTYaJIbHOTO CKJIajla CyObEeKTa MPOCIeKUBAEMOCTH
(yuacTHUKAa 000OpOTa HMCXOIHBIX MaTEpPHANIOB), CBEJEHHUS IO KOTOPHIM paHee
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He OBUIM BHECEHBl CYOBEKTOM TMPOCIEKUBAEMOCTH (Yy4aCTHHUKOM 000poTa
MCXOJIHBIX MAaTE€pPHAJIOB) B TUYHBIA KaOUHET.

18. B auuHOM KaOWHETE B LIENAX JAJbHEUINEro BHECEHHUS CBEJCHUMN
B MaTepHaIbHBIA OallaHC CYyOBEKTY MPOCIIEKUBAEMOCTH JOCTYIHBI CIEIYIONINE
CBEJICHHUS:

a) i kareropuu "®apmarieBThueckas cyOcTaHIusA" - CBeJEHUs,
NOJIy4eHHbIE  HMH(MOPMAIMOHHOM  CUCTEMOM  MOHMTOPHUHIA M3  €IUHOMU
rocyJapCcTBeHHOW HWH(OpMAIMOHHOM cuUcTeMbl B cdepe 3ApaBOOXpaHECHUS
B COOTBETCTBUU C MyHKTOM 9 nipuioxkenus Ne 1 k HactosiuuM [IpaBunawm;

0) st kareropuu  "JlekapcTBeHHBIM — mpemapar" - CBeJEHUS,
coJepKallluecss B CUCTEME MOHUTOPHHIA JABWIKEHHUS  JIEKAPCTBEHHBIX
penaparoB i MEJUIIMHCKOTO MTPUMEHEHUs, OTHOCSAUIUECS K OOUIEAOCTYITHOM
uH(boOpMaIK, pa3MENIaeMOi OIMepaTopoM CUCTEMbI MOHMTOPHHIA JIBHXKEHMUS
JIEKapCTBEHHBIX IPENAPATOB ISl MEAUIIMHCKOTO MPUMEHEHUSI B COOTBETCTBUU
¢ moctaHoBieHueMm IlpaBurenbctBa Poccuiickoit denepanuu ot 14 nexabps
2018 1. Ne 1558 "OO yrBepxaeHuu IIpaBun pasmernieHus oOUIEAOCTYITHOM
uHbopMaIMi,  COAepKalleicss B CUCTEME  MOHHUTOPUHTA  JIBHXKEHMS
JIEKapCTBEHHBIX npenapaToB JUTS MEJUIIUHCKOTO IPUMEHEHUS,
B MH(POPMAIIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTu "WMHTepHeTr" (B TOM wyucie
B (popMe OTKPBITHIX JIaHHBIX)";

B) /11 KaTeropuu "XHWMHUYECKUE BEIIECTBA" - CBEICHUSA, COJEpIKAIIUECs
B OTKPBITBIX UCTOYHUKAX B ceTH "MHTepHeT";

r) Juist kKateropuu "buosorndeckue BemiecTBa" - CBEJIEHUSA, MOJyUYECHHbIE
UH()OPMAIIMOHHON cUCTEeMO MOHUTOpUHTa 13 DeepanbHON TOCYIapCTBEHHOM
UH(GOPMAIIMOHHOW CHCTEMbl B OOJIACTH BETEpUHAPUU B COOTBETCTBHUHU
¢ nyHKToM 8 npuioxkeHus Ne 1 k HactosiuuM [IpaBuiiam;

n) s karteropur "Poccuiickue HMCXOJHBIE MaTepuaibl' - CBEJICHHS,
NOJIydeHHble ~ MH(OPMAIMOHHOW CHUCTEMON MOHMUTOPUHIAa U3  peecTpa
OPOMBIIIJIEHHON MPOAYKIHUHU B COOTBETCTBUM € IMyHKTOM 13 mpuitoxkenus Ne 1
K HactosiuMm [IpaBuiiam.

19. lnsg dbopMupoBaHUS KApTOUYKU OIMUCAHUS OOOPYJIOBAHUSA B JIMYHOM
KaOuHeTe aJis 1ieJie JaJbHEeHIlero BHECEHHs] CBEJCHHMM M0 MaTepuajibHbIM
OaslaHcaM CyOBEKT MPOCIIEKUBAEMOCTH MPEIOCTABISET B OTHOIICHUH MEPEUHs
000pyI0BaHUsl, UCIOJIb3yEeMOro TMpU MPOU3BOJACTBE JIEKAPCTBEHHBIX CPEJICTB,
COTJIACHO TPWIOKEHHI0 Ne2 B COOTBETCTBUM C MECTOM OCYIIECTBICHUS
JEeSTENbHOCTU CYOBEKTa MPOCIIEKUBAEMOCTH CJIEIYIOIIME CBEJICHHS COTJIACHO
paspenieHuto (JIMIEH3M1) Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, BhIJIAHHOMN
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JUIEH3UPYIOUMM  OpraHoM B TocyjaapctBe - ujeHe EBpaswmiickoro
HKOHOMHUYECKOTO COH03a:

a) HAMMEHOBAHMUE;

0) cepuifHBI HOMEp 000py0BaHUsI (MPU HATUYHNHN);

B) HHBEHTAPHBIN HOMED (MPU HATUYUHN);

I') PEKBU3UTHI aKTa BBOJIA B IKCILIyaTalMIO (MPU HAJTUYHH);

1) TPOU3BOIUTEILHOCTD (MHOW OCHOBHOM MapaMeTp 000pYI0BaHMUS ).

20. CyOBbeKThI MPOCIeKUBAEMOCTH (OPMUPYIOT MaTepUaibHbIe OalaHChl,
BKJIIOYAIONIME  CBEICHMUS IO  CTAJUAM  TEXHOJOTMYECKOro  Ipoiiecca
IPOM3BOJICTBA  JIGKAPCTBEHHOTO CPEJCTBA, a TaKXke IMPOEKT, BHOCAT
B UH(OPMAIMOHHYIO CUCTEMY MOHHUTOPHUHTA pe1yCMOTPEHHbIE
nyHktamu 22 u 23 n"actosmux [IpaBun cBeneHus 00 MCXOIHBIX MaTepuaiax
0 CTaJusIM TEXHOJOTHYECKOTO IIpollecca MPOU3BOJICTBA JIEKAPCTBEHHOTO
CpEJICTBA, YKa3aHHBIM CYyOBEKTOM MPOCIIEKUBAEMOCTH B €ro MPOMBIIIJIEHHOM
perjlaMeHTe WM PerjiaMeHTHPYIOIIUX JOKYMEHTaX, HalpaBiIsIeMbIX B COCTaBe
JOKYMEHTOB, MpUJIaraéMblX K 3asBJIICHUIO Ha BbIJIa4y JOKYMEHTa O CTaIusiX
IPOU3BO/ICTBA.

21. MatepuanibHble OallaHChI, COJEpKallue CBEJACHUS B OTHOUICHUU
CTaJIi TEXHOJIOTMYECKOTO MpOIlecca MPOU3BOJICTBA JIEKAPCTBEHHOI'O CPE/ICTBA,
JOJKHBI ~ OBITH  OTHECEHBI CYOBEKTOM IMPOCIEKUBAEMOCTH K  OJHOMY
U3 JIEUCTBYIOIIMX aJIpECOB MECT OCYIIECTBJICHHUS NEATEIbHOCTH MO KaXKIOu
CTaJiM, BKJIOYEHHBIX B IIEPEYEHb MECT OCYIIECTBIEHUS JIEATEIbHOCTH,
coJiep KallluXCcs B pa3pellieHuH (JUIEH3UH) Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEJICTB, aKTyaJbHbIE CBEJIEHUS O KOTOPOW HA OCHOBAHUU TMOJAHHBIX CBEJICHHIA
CyOBEKTOB  MPOCIIEKMBAEMOCTH  COJAEPXKATCA B PEECTpe  JUIEH3H
Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB /I MEUIIMHCKOTO MPUMEHEHHUS.

22. CyObeKThl MPOCIIEKMBAEMOCTH YKa3bIBAIOT B MaTepuaJbHOM OajaHce
CJIEIYIOIIME CBEICHUS:

a) HAMMEHOBaHUE JIEKAPCTBEHHOT'O CPEJICTBA;

0) 00BEM cepuu JIEKApPCTBEHHOT'O CPEJICTBA JIMOO 00HEM IMTPOMEKYTOUHOTO
IPOJyKTa.

23. IloMmuMoO CBe€HUN, YKa3aHHBIX B INYyHKTe 22 Hactoswmux I[IpaBu,
CyOBEKTBbl MPOCIEKMBAEMOCTH YKa3bIBAlOT B  MaTepuajbHOM  OanaHce
CJIEIYIOIIME CBEICHUS:

HAaMMEHOBAaHUE CTQJMM TEXHOJOTUYECKOro Mpolecca MPOU3BOJICTBA
JIEKapCTBEHHOT'O CPEJICTBA;

CBEJICHUSI O MECTE OCYIIECTBIICHUS JIEATEIbHOCTH, TJ€ OCYIIECTBISETCS
CTaJIvsl TEXHOJIOTMYECKOT0 Tpoliecca MPOU3BOICTBA JIEKAPCTBEHHOTO CPEJICTBA;
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HAaUMEHOBaHWE  OOOpYJOBaHMSA,  HWCIOJIB30BAHHOTO  HAa  CTaJuH
TEXHOJIOTMYECKOr0 TIpoIlecca IMPOU3BOJICTBA  JIGKAPCTBEHHOTO  CPEJICTBA,
C YYEeTOM €ro XapakTepUCTHUK, paHee OINHCAHHBIX B KapTOYKE TaKOTO
00Opy/I0BaHUs B TMYHOM KaOHWHETE;

uaeHTuuKaTop JIeJIETUPOBAHHOTO MaTepUuaIbHOTO OanmaHca
(Ipu HATMYHH ),

HAaUMEHOBAaHWE HWCXOJHOTO MaTepHhalia, HWCIOJIb30BAHHOTO HA CTaUH
TEXHOJIOTHYECKOT0 MPOoIecca MPOU3BOJICTBA JICKAPCTBEHHOTO CPE/ICTRA;

KOJIMYECTBO HCXOJHOTO MaTepuala, WCIIOJIb30BAHHOTO Ha CTaJuH
TEXHOJIOTMYECKOr0 Tpolecca TMPOM3BOACTBA  JIKAPCTBEHHOTO  CPEJICTBa
(MHHMMAaTbHOE U MaKCUMaIbHOE 3HAYCHHS);

eIMHUIIBI U3MEPEHUS UCTIOIB30BAHHOTO UCXOTHOTO MaTepHaa;

HAUMEHOBAaHWE HWCXOJHOTO Marepualia, TOJyYeHHOT0 Ha CTaJIuH
TEXHOJIOTHYECKOT0 MPOoIecca MPOU3BOJICTBA JICKAPCTBEHHOTO CPE/ICTRA;

KOJIMYECTBO  HCXOJHOTO  Marepwaja, IOJyYeHHOTO Ha  CTaJuH
TEXHOJIOTMYECKOr0 Tpolecca TMPOM3BOACTBA  JIKAPCTBEHHOTO  CPEJICTBa
(MHHMMAaTbHOE U MaKCUMaIbHOE 3HAYCHHS);

eIMHUIIBI U3MEPEHUS TIOTyUYEHHOTO UCXOJHOTO MaTepHaa;

KOJIMYECTBO TIOTEPh M OTXOJOB HCXOJHBIX MaTepUaTIOB B aOCOIIOTHOM
WIA OTHOCUTEILHOM BBIPAKEHHH Ha CTaJUH TEXHOJIOTHYECKOro Ipolecca
MPOU3BOJICTBA JIEKAPCTBEHHOTO CpEACTBA (MHHMMAIbHOE M MAaKCHMAaJIbHOE
3HAUCHUS).

[Ipu  dopmMupoBaHMM  MaTepHalbHOTO OalaHca I CyOBEKTa
MPOCIIKUBAEMOCTH  MPEAYCMOTPEHBI  BO3MOXKHOCTH  IMEPEYHMCICHUS BCEX
UCXOJHBIX MaTepUAJIOB B CiIy4ae, €CIU B IMPOMBIIIJICHHOM perjiaMeHTe
WIA PErIAMEHTUPYIONIUX JOKYMEHTaX MpeayCMOTpEeHa BapHaTUBHOCTH TaKOTO
MCXOJHOTO MaTepuaia Ha CTaIUAX TEXHOJOTHYECKOTO IMpollecca MPOU3BOACTBA
JICKapCTBEHHOTO CPEJICTBA, & TaKXKE BO3MOXHOCTh yKa3aHUS B MaTepUAIBHOM
OanmaHce "OMIMOHAJIBHOTO TOBapa" B cllydae, €Clid TMPUMEHEHHUE OTAEIHHOTO
UCXOJHOTO  MaTrepuaja  SBISETCS  HeoOs3aTeIbHBIM  Ha  CTauH
TEXHOJIOTMYECKOr0 Tpolecca TMPOM3BOACTBA  JIKAPCTBEHHOTO  CPEJICTBa
B COOTBETCTBUHU C MPOMBIIIJICHHBIM PETJIAMEHTOM WM PeriiaMeHTHPYIOITIMH
JTOKYMEHTaMH.

24. IlpoBepku, MpeayCMOTpPEHHbIE ab3ameM JIBEHAANAThIM ITyHKTa 47
HacTosmmx IlpaBun, HE OCYIIECTBISIOTCS JUIS XUMHYECKUX BEHIECTB -
KHCJIOPOJia, BOJOPOJA, Aa30Ta, BOJBl OYHINEHHOW, BOJBI JJs HHBEKIUH,
YIJICKUCIIOTO Ta3a, CBEJIEHUS M0 KOTOPBIM COJEPXKATCS B MaTepUaIbHOM
OasaHce.
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VYka3zaHHbIE XUMUYECKHUE BEUIECTBA MpU (GOPMHUPOBAHUU MATEPUATLHOTO
OaylaHca BHOCATCS B HEr0 Kak "OIMIIMOHAJIbHBIN TOBap".

25. IIpoBepkn, peayCMOTPEHHBIE ab3aramu IBEHAILATHIM
W TpUHAAUATBIM TyHKTa 47 Hacrosmmx [IpaBun, He OCYIIECTBISIIOTCS
JUISL BCIIOMOTATEJIbHBIX BEILIECTB, HCIOJIb3YEMBIX TOJBKO MPU IPOU3BOJICTBE
JEKapCTBEHHBIX MpenapaToB Uil MEIULIMHCKOTO MPUMEHEHUs Ha CTaausix
TEXHOJIOTUYECKOr0  Tpollecca MPOU3BOACTBA TOTOBOTO  JICKAPCTBEHHOTO
npenapata g MEIUIMHCKOrO TMPUMEHEHUSA, W MCXOJHBIX MAaTepHalIOB
(32 HCKJIIOYEHUEM TJIaBHBIX OAHKOB KJIETOK, TJIABHBIX BUPYCHBIX IOCEBHBIX
MaTepuayioB, pabounx OaHKOB KIJIETOK, padOo4YMX BHUPYCHBIX ITOCEBHBIX
MaTepUalioB, KyJIbTYpPalJbHbIX KUJKOCTEH, OHOMACChI, TeJel] BKIOYEHUS
U JIPpyTHUX TPOAYKTOB OMOTEXHOJOTHMYECKOTO CHHTE3a B COOTBETCTBUH
C TPOMBIIIJIEHHBIM PErJIaMEHTOM WM PErJIaMEHTUPYIOMUMHU JOKYMEHTaAMH,
NUTATEIbHbIX CPEN, a TakK€ MCXOAHBIX MaTepHaloB MJIisl TPOU3BOJCTBA
MUTATENbHBIX CpEJ), HCIOJIb3YyEeMbIX TIPU MPOU3BOACTBE JIEKAPCTBEHHBIX
CPEICTB, TIONYy4aeMbIX C HCIIOJIb30BAaHUEM OHOJIOTHUECKUX IPOIIECCOB,
CBEJICHHS 110 KOTOPBIM COJIEPKATCSl B MaTEpUaIbHOM OaslaHCeE.

VYkazaHHbIe BCIIOMOTATEIbHBIE BEIIECTBA, HCIOJIb3yeMbI€ TOJBKO MpHU
MIPOU3BOJICTBE JIEKAPCTBEHHBIX IMPENapaToB MJis MEIUIMHCKOTO MPUMEHEHUS
Ha  CTaAMsX  TEXHOJIOTMYECKOrO0  IpOIEcca  MPOU3BOACTBA  T'OTOBOIO
JEKapCTBEHHOI'0 IpenapaTta s MEOUIUHCKOTO NPHUMEHEHHS, U HCXOJTHBIE
MaTepuajbl (32 MCKIIOUEHUEM TJIaBHBIX OAHKOB KJIETOK, TJIaBHBIX BUPYCHBIX
MMOCEBHBIX MAaTEpPUAJIOB, pabounx OAHKOB KJIETOK, paO0YUX BUPYCHBIX MTOCEBHBIX
MaTepUalioB, KyJbTYpPaJbHBIX KUIKOCTEH, OHOMACChHI, TeJel BKIIOYEHUS
U JIpyTHUX TPOAYKTOB OMOTEXHOJOTHMUYECKOTO CHHTE3a B COOTBETCTBUH
C TPOMBIIUJIEHHBIM PETrJIAMEHTOM WM PErJIaMEHTUPYIOIIMMHU JOKYMEHTaMH,
MATATENIbHBIX CpEl, a TaKKe MCXOJHBIX MaTepuajoB Uil IPOU3BOJICTBA
MUATATENIbHBIX CpPEMd), UCIOJb3yEeMble IIPU TMPOU3BOJCTBE JIEKAPCTBEHHBIX
CPEICTB, IIOJIY4Yae€Mble C HCIHOJIb30BAaHUEM OHOJOTMUYECKHX IPOILIECCOB,
npy  (GOopMUPOBAaHMM  MaTepUalIbHOrO  OajaHca  BHOCATCA B HETO
Kak "OMNIMOHAIbHBIN TOBap".

26. IIpoekt dbopmupyercs cyOBeKTOM MIPOCJIEKUBAEMOCTHU
B HH(DOPMAIIMOHHOM CHCTEME€ MOHUTOPUHTAa U COJIEPKHUT TOIUCAHHBIC
YCWJICHHOW  3JIEKTPOHHOW  TIOMMUCHIO  MaTepuaibHble  OanmaHChl.  J[s
(GOpMHpPOBAaHUS YKA3aHHOTO TPOEKTa CYOBEKT MPOCICKUBAEMOCTH BHOCHT
B UH(POPMAITMOHHYIO CUCTEMY MOHUTOPUHTA CIEAYIONINE CBEACHUS:

a) TUII JIEKApCTBEHHOT'O CPE/ICTBA;
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0) HOMep PEerucTPALMOHHOTO YIOCTOBEPEHHUSI JIEKAPCTBEHHOT O IIpenapara
JUIsT MEAUIMHCKOIO INPUMEHEHHsI WIM PEEeCTPOBOM 3allMCH JIEKAPCTBEHHOTO
CpEJICTBA;

B) UACHTU(UKALIMOHHBIN KO UCXOAHOTO MaTepuana;

I) TMII  TPOW3BOJACTBA  JUIsl  CTQJUU  BBIMYCKAIOUWIETO  KOHTPOJS
(coOcTBEHHOE TNPOM3BOJACTBO, IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB Ha
OCHOBAHUH JI0TOBOPA C CYOBEKTOM IIPOCIEKUBAEMOCTH);

1) aJIpec NPOU3BOICTBEHHON IIJIOIIAIKH;

€) UICHTU(PHUKAIIMOHHBIE HOMeEpA MaTepHalbHbIX OaJlaHCOB,
HEO0OXOAMMBIX JJIs1 BKIFOYEHHS B IPOEKT.

27. MatepuasibHple OalaHChl W TPOEKT MOAMUCHIBAIOTCA YCHICHHON
AJIEKTPOHHOM TOJANUCBHI0 CyOBbeKTa mpociexuBaemoctu. lloanucaHHomy
OpoeKkTy  MH(POPMALMOHHOM  CHUCTEMOW  MOHUTOpPUHIA  IPUCBAUBAETCS
YHUKAJIbHBIN WICHTH(UKAIIMOHHBIN HOMEp, KOTOPBIN yKa3bIBaeTCA MPHU T0/1a4e
3asIBJIEHUS Ha MOJYyYE€HHUE JOKYMEHTA O CTaAUsX MPOU3BO/ICTBA.

28. IIpu nenerupoBaHUM MAaTEPUAIBLHOTO OajlaHCca OAHOW UM HECKOJIBKHUX
CTaJMil TEXHOJOTMYECKOI0 MpoLecca MPOU3BOJCTBA JIEKAPCTBEHHOIO CPEICTBA
CyOBEKT MPOCIEKUBAEMOCTH, OCYIIECTBISAIONINN JI€IETUPOBAHNE, BHOCHUT
B MH(POPMALMOHHYIO CUCTEMY MOHUTOPHUHIA CJIEAYIOLINE CBEJICHUSA:

HAaMMEHOBAaHHE UCXOJIHOIO MaTepHuaa;

TUIl MCXOAHOrO Marepuana (Aasg MOpPOMEXYTOYHOrO  IMPOJAYKTa,
Hepac(acoBaHHOM MPOIYKITUH, (PapMaIieBTUIECKON CyOCTaHITIH);

HOMEpP PEruCTPAlMOHHOIO YJOCTOBEPEHHS JIEKAPCTBEHHOI'O Ipernapara
Ul MEIWLMHCKOrO TNPUMEHEHHS WJIA HOMEP pEecTpPOBOM  3alMCH
JIEKapCTBEHHOTO CPe/ICTBA (MPU HAIUYHUN);

UACHTU(DUKAIIMOHHBIN KOJ ICXOIHOTO MaTepuana (Ipyu HaIHuIum);

HaUMEHOBAaHUE MaTEePUAIBLHOTO OanaHca;

UACHTU(UKATOP MaTepHATLHOTO OanaHca;

WHIUBUY AJIbHBIN HOMED HaJIOrOIUIaTeIb KA cyOBeKTa
MIPOCIIEKUBAEMOCTH, ABJISIFOLETOCS noJiy4yaresieM JEJIETNPOBAHHOT O
MaTepHuanbHOro OajaHca (J1anee - moayJdaTenb);

HAaMMEHOBAHHUE MOTyYaTesl.

[Ipy BKJIIOUEHUH JEJIETMPOBAHHOIO MATEpUAJIBHOrO OajaHca OJIHOMU
WIM HECKOJbKHUX CTaAuil TEXHOJOTMYECKOIro Ipoliecca MPOU3BOJCTBA
JIEKapCTBEHHOI'O CPEJICTBA B CBOM MaTepHAJIbHBIA OalaHC MOJy4aTeslb BHOCUT
B HEro HAEHTU(UKATOpP TAKOIO JAEJIETMPOBAHHOIO MAaTE€pUaIbHOro OanaHca.
[Ipu »TOM cCBeneHus, cojaepXkalyecss B JIEJETMPOBAHHOM MaTe€pUaIbHOM
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OaslaHce, He JOCTYIHBI JUJIi MPOCMOTpa TOJyYaTeslt0, KpPOME CBEJACHHIA
00 uneHTudurKaToOpe MaTepHAIHLHOTO OaaHca.

CyObekT mpoCHexKUBAEMOCTH IMpPU  HUCIOJIb30BaHUU  (DYyHKIIMOHAJA
JIeJIETUPOBAHUSI MaTEPUAILHOTO OalaHca UMEET JOCTYIl TOJIbKO K CBEIACHHSM,
BHECEHHBIM UM B HH()OPMAIMOHHYIO CUCTEMY MOHUTOPUHTA.

29. CyOBbeKThl MPOCIIEKUBAEMOCTH BHOCAT B UH(GOOPMAIIMOHHYIO CUCTEMY
MOHHUTOPUHTA MaTepuaibHble OalaHChl B OTHOIIEHUU OCYHIECTBIISIEMbIX CTaHi
TEXHOJIOTUYECKOr0  MpoIlecca MPOU3BOJICTBA  JIEKAPCTBEHHOI'O  CPECTBA,
BKJIIOYAsl CBEACHHUS IO CTAIUAM JI0 TOJYYEHHS] MOJEKYJbl JEHCTBYIOIIETO
BelecTBa (hapMarieBTUIECKON CyOCTaHITUH.

30. Ilepenaua cBeneHuii B MHGOPMAIIMOHHYIO CHUCTEMY MOHUTOPHHIA
OCYUIECTBJISIETCS TOCPEJCTBOM 3aIOJIHEHUSI CYObEKTaMU MPOCIEKUBAEMOCTH
MaTepHaAIbHBIX 0aJaHCOB M TMPOEKTa B COOTBETCTBUUM C HACTOSIIIUMHU
[IpaBunamu 1 MHCTPYKIMEH, pa3MeIlIeHHON Ha O(UIIUATILHOM CaiiTe omneparopa
UH()OPMAIIMOHHOM CUCTEMbI MOHUTOPUHTA B ceTH "MHTepHeT".

[lepenaua cBeneHuid B HH(POPMALMOHHYIO CHCTEMY MOHUTOPHHIA
OCYUIECTBJISIETCS yYaCTHUKAMU 000pOTa UCXOJIHBIX MaTEpPUAIOB B COOTBETCTBUU
¢ Hactosiiumu [lpaBuiiaMu ¥ MHCTPYKIMEH, pa3MElIeHHON Ha O(pUIUMATIbLHOM
caiite omepatopa HWH()OPMAIMOHHOM CHUCTEMbl MOHHUTOPHUHTAa B CETH
"UnaTepHer".

31.1lo wroram paccMoTpeHuss MUHUCTEPCTBOM MPOMBIIIEHHOCTH
u TtoproBiu Poccuiickoii @enepanuu 3asBIEHUS Ha BbIJa4y JOKYMEHTa
O CTaausX MPOU3BOJICTBA, & TAKXKE COMOCTABIICHUS CBEICHHM, COAEpPKAIIUXCS
B MPOEKTE, JOCTYMHBIX B JUYHOM KaOuHeTe MUHHCTEpCTBa, CO CBEICHUAMHU
U3 3a4BJICHHUS] HA BbIJIa4y JOKYMEHTa O CTaJusiX MHPOU3BOJCTBA CBEICHMUS
O IPHUHATOM PEILIEHUU O BblJaue (00 OTKaze B BbIJIaye) JOKYMEHTa O CTaIUsX
POM3BOJICTBA, TMOCTYMNAIOIIMEe M3 aBTOMATHU3UPOBAHHOM HH(POPMALMOHHOM
CUCTEMBl ~ OKa3aHUs TOCYJapCTBEHHBIX YyCIyr B  DJJEKTPOHHOM  BHJE
MuHucTepcTBa, OTpaxarwTcs B HHOOPMAIMOHHOW CHUCTEME MOHUTOPUHIA U Ha
opuimanbHoM caiite MunucrepctBa B cetu "HurepHer". CocTaB cBeleHHI,
NOCTYMAOIIUX B UH(OPMAIMOHHYIO CUCTEMY MOHHUTOPHUHTA
u3 aBTOMATU3UPOBAHHOMN uH(GOPMaIIMOHHON CUCTEMBI OKa3aHUs
rOCyJapCTBEHHBIX  YCIYr B DJJEKTPOHHOM  BUJe  MHUHHCTEpCTBa
IPOMBIIIIEHHOCTH U ToproBiu Poccuiickoii denepanuu, ykazan B myHkre 10
npuiiokeHust Ne 1 k Hacrosimum Ipasunam.

32. B ciydae NoJI0KUTENBbHOTO PElIeHus O BblJaue TOKYMEHTa O CTausAX
IPOM3BOJICTBA CyOBEKT POCIIEKUBAEMOCTH IPe0CTaBIsET
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B MHOOPMAIIMOHHYIO CHUCTEMY MOHHMTOPUHIA CBEJIEHUS B COOTBETCTBUHU C
nyHKTOM 33 Hactoamux [IpaBu.

33. CBeneHusl O MOCTYIUIEHWH MCHOJIB3YEMBIX HCXOJIHBIX MaTepUalioB
Ha BUPTYaJbHBIA CKJaJ CyOBEKTa MPOCIEKUBAEMOCTH B HH(POPMALMOHHOM
CUCTEME MOHUTOPUHIA TMPEAOCTABIAIOTCS CYOBEKTOM MPOCIEKUBAEMOCTH
B aBTOMATU3UPOBAHHOM PEKUME OJHUM U3 CIEAYIOIIUX CIIOCOOOB:

a) MOCPEICTBOM nepegayu ornepaTopamu AIEKTPOHHOTO
JOKyMEHTO000pOoTa B UH(OPMAIMOHHYIO CUCTEMY MOHUTOPHUHTA
YHUBEPCAJIbHBIX I[E€PEJATOYHBIX JOKYMEHTOB, MOATBEPXKIAOUIMX JIBUKECHHE
UCXOJIHBIX MAaTepUajioB MEXJIy CTOPOHAMHU CHEIKM B paMKaxX CJHEJOK
KYIUIU-TIPOJIAKH, COJEpKAIMX B CBOEM COCTaB€ B TOM YHCIIE CBEJCHUS
00 MIeHTU(UKAITMOHHBIX KOJaX MCXOJHBIX MATEPHUANIOB, UACHTU(MUKAIIMOHHBIX
KOJaX CEpUU HCXOAHBIX MATEPHAIOB (I MPOMEKYTOUHOTO MPOJYKTA,
HepacacoBaHHOM IPOIYKIIUH, dbapmaneBTUYECKON cyOcTaHIun)
B 3aBUCHUMOCTH OT THIIA IPOUCXOXKIAEHUS UCXOIAHBIX MATEPUANIOB, KOJUYECTBE
(oOBeMe) UCXOHBIX MAaTEPHAIIOB;

0) mocpeICTBOM HarpaBjieHHs] B MHQOPMAITMOHHYIO CUCTEMY MOHUTOPHUHTA
CyOBEKTOM MpPOCIIEKMBAEMOCTH CBEICHHM O TOBAapPOCOMPOBOIUTEIHLHOM
JOKYMEHTE, MOATBEPKAAIOIIEM BBO3 HMCXOJHBIX MaTepualioB B Poccuiickyro
denepanuio ¢ TEPPUTOPUM JPYroro rocyAapcTBa - ujieHa EBpa3uiickoro
DKOHOMHMYECKOTO COK3da, C HCMOJb30BAHUEM CTAaHJAPTHBIX IPOTOKOJIOB
nepeayn JIaHHBIX U pa3pabOTaHHBIX ONEpaTopoM MH(OPMAIIMOHHOW CHCTEMBI
MOHHUTOPUHTA MHTEP(PEHCOB IIIEKTPOHHOTO B3aUMOJCUCTBHUS IMyTeM OOMEHa
AJNIEKTPOHHBIMU IOKyMEHTaMH, TpeOOBaHUs K (OpMaTy KOTOPBIX OMPEIEISIOTCS
orneparopoM HMHGOPMAIIMOHHON CHCTEMbl MOHHMTOPHHIA IO COTJIACOBAHUIO
¢ MWUHHUCTEpPCTBOM NPOMBIIUIEHHOCTH U Toproeiau Poccuiickon ®epepanuu
M KOTOpble  pa3MellalTcs Ha  ouIMaJbHOM  caiiTe  omeparopa
UH()OPMAIIMOHHOM CUCTEMBI MOHUTOPHUHTA B ceTH "MHTepHeT";

B) IOCPEJICTBOM  HAlpaBieHUss B  HHPOPMAIMOHHYIO  CHUCTEMY
MOHHUTOPUHTA CYOBEKTOM MPOCIEKUBAEMOCTH CBEIACHUHN, MOATBEPKIAIOIIUX
BBO3 HCXOJHBIX MAaTEpPHAJIOB M3 CTPAaH, HE SBIISIIOLIUXCA TOCyAapCTBAMH -
yjaeHaMHu EBpa3uucKOro 3KOHOMHUYECKOTO COK3a, Ha TeppuToputo Poccuiickon
®enepanuu, ¢ UCIOIb30BAHUEM CTAHJAPTHBIX MPOTOKOJIOB IEpPENayu JaHHBIX
U pa3pabOTaHHBIX OIMEPaTOPOM HMHQPOPMAIMOHHON CHCTEMbl MOHHUTOPHHTA
UHTEP(PENCOB 3JEKTPOHHOTO B3aUMOJCHCTBUS NMyTeM OOMEHa 3JIEKTPOHHBIMU
JOKyMEHTaMH, TpeOoBaHMs K (opMaTy KOTOPBIX ONPENEISIOTCS ONepaTopoM
UH(GOPMAIIMOHHON CUCTEMBI MOHUTOPHUHTA o COTJIACOBAHUIO
¢ MUHHCTEpPCTBOM NPOMBIIUIEHHOCTH U Toproeiau Poccuiickon ®epepanuu
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M KOTOpble  pa3MellalTcs Ha  ouIMaJbHOM  caiiTe  omeparopa
UH()OPMAIIMOHHOM CUCTEMBI MOHUTOPHUHTA B ceTH "MHTepHeT";

) IOCPEICTBOM  HampaBlieHUss B HMHQOPMALMOHHYIO  CHUCTEMY
MOHHUTOPUHTA CYOBEKTOM MPOCIEKUBAEMOCTH CBEIACHUHN, MOATBEPKIAIOIINX
pou3BOCTBO Ha TeppuTopun Poccuiickoit denepanuu uaeHTUGUIUPYEMOTO
UCXOJHOTO MaTepuayia (JUisi MPOMEXYTOYHOW MNpPOAYKIMHU, HepacpacoBaHHOM
IPOIYKIIUH, bapmaneBTUYECKON cyOcTaHIun) TUISt IIPOU3BO/ICTBA
JIEKapCTBEHHBIX CpPEJICTB, C MCIOJB30BAHUEM CTAaHJAPTHBIX IMPOTOKOJIOB
nepeayu JaHHBIX U pa3paboTaHHBIX ONEpaTOpoM HH(POPMAIMOHHON CUCTEMBI
MOHHUTOPUHTA MHTEP(PEHCOB IIIEKTPOHHOTO B3aUMOJECUCTBHUS IMyTeM OOMEHa
AJNIEKTPOHHBIMU TOKyMEHTaMH, TpeOOBaHUs K (OpMAaTy KOTOPBIX OMPEEISIOTCS
orneparopoM HMHGOPMAIIMOHHON CHCTEMbl MOHHMTOPHHIA IO COTJIACOBAHUIO
¢ MWUHHUCTEpPCTBOM NPOMBIIUIEHHOCTH U Toproeiau Poccuiickon ®epepanuu
M KOTOpble  pa3MellalTcs Ha  ouIMaJbHOM  caiiTe  omeparopa
UH()OPMAIIMOHHOM CUCTEMBI MOHUTOPHUHTA B ceTH "MHTepHeT";

1) IOCPEACTBOM  HampaBlIeHUss B UHOOPMAIMOHHYID  CHUCTEMY
MOHHUTOPUHTA CYOBEKTOM MPOCIEKUBAEMOCTH CBEIACHUHN, MOATBEPKIAIOIIUX
IPOU3BOJICTBO UACHTUPUIUPYEMOTO HCXOJIHOTO Marepuana
(mmss  TPOMEXYTOYHOM  MPOAYKIMH,  HepachacoOBaAaHHON  MPOAYKIIHH,
(bapmaneBTUYECKON CyOCTaHIIMM) HA TEPPUTOPUU JIPYTOro rocyJapcTna - YieHa
EBpa3uiickoro 3KOHOMHMYECKOIO COK3a, 3a UCKIoueHueM Poccuiickon
@denepanuu, ¢ UCIOIb30BAHUEM CTAHJAPTHBIX IPOTOKOJIOB IEpPEIayu JAaHHBIX
U pa3pabOTaHHBIX OIMEPaTOPOM HMHQPOPMAIMOHHON CHCTEMbl MOHHUTOPHHTA
UHTEP(PENCOB 3JEKTPOHHOTO B3aUMOJCHCTBUS NMyTeM OOMEHa 3JIEKTPOHHBIMU
JOKyMEHTaMH, TpeOoBaHMs K (opMaTy KOTOPBIX ONPENEISIOTCS ONepaTopoM
UH(GOPMAIIMOHHON CUCTEMBI MOHUTOPHUHTA o COTJIACOBAHUIO
¢ MWUHHUCTEpPCTBOM NPOMBIIUIEHHOCTH U Toproeiau Poccuiickon ®epepanuu
M KOTOpble  pa3MellalTcs Ha  ouIMaJbHOM  caiiTe  omeparopa
UH()OPMAIIMOHHOM CUCTEMBI MOHUTOPHUHTA B ceTH "MHTepHeT";

€) IOCPEeJICTBOM  HampaBlieHUss B HUH(QOPMAIMOHHYIO  CHUCTEMY
MOHHUTOPUHTA CYOBEKTOM MPOCIEKUBAEMOCTH CBEIACHUHN, MOATBEPKIAIOIIUX
POM3BOJICTBO UJEHTU(PUIIMPYEMOTO UCXOAHOTO MaTepuaa (JIj1sl IPOMEKYTOUHOM
NPOJYKIMHU, Hepac(hacoBaHHOW MPOIYKIUHU, (PapMalleBTUYECKON CyOCTaHIINM)
B CTpaHe, HE SBISIOMIEHCA TOCyJapCcTBOM - 4JIeHOM EBpa3uiickoro
DKOHOMHMYECKOTO COK3da, C HCMOJb30BAHUEM CTAaHJAPTHBIX IPOTOKOJIOB
neperayu JaHHBIX U pa3paboTaHHBIX ONEepaToOpoM HH(POPMAIMOHHON CUCTEMBI
MOHHUTOPUHTA MHTEP(PEHCOB IIIEKTPOHHOTO B3aUMOJCUCTBHUS IMyTeM OOMEHa
AJNIEKTPOHHBIMU IOKyMEHTaMH, TpeOOBaHUs K (OpMaTy KOTOPBIX OMPEIEISIOTCS
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orneparopoM HMHGOPMAIIMOHHON CHCTEMbl MOHHMTOPHHIA IO COTJIACOBAHUIO
¢ MUHHUCTEPCTBOM NPOMBIIUIEHHOCTH U Toproeiau Poccuiickon denepanuu
M KOTOpble  pa3MellalTcs Ha  ouIMaJbHOM  caiiTe  omeparopa
UH()OPMAIIMOHHOM CUCTEMbI MOHUTOPUHTA B ceTH "MHTepHeT".

34. [lognynktel """ - "e" mynkra 33 Hactosimux IlpaBun dopmupyror
COCTaB CBEJIEHUW, BHOCHUMBIX HWH(GOPMAIIMOHHBIMU CHCTEMaMH CyOBbEKTOB
IPOCICKUBAEMOCTH B WH(DOPMAIMOHHYIO CUCTEMY MOHHUTOPHHIA B paMKax
JOKYMEHTOB MPOU3BOJICTBA.

35. CBeneHust O MOCTYIUIEHUH MCXOJHBIX MAaTE€pPUaIOB HAa BUPTYaJbHbIN
CKJajg B HHPOPMAIMOHHOM CHUCTEME MOHHUTOPUHIA MPEIOCTABISIOTCS
YYaCTHUKOM 00OpOTa MCXOJHBIX MAaTEPHUAIOB B aBTOMAaTU3UPOBAHHOM PEXKHUME
crioco6amu, MpeayCMOTPEHHBIMH TTOANYHKTaMH "a" - "B" nmyHkTa 33 HacCTOSIIUX
[TpaBwui.

36. Criucanue MCXOJHBIX MAaTEpUaJIOB C BUPTYaJIbHOIO CKJIaJa CyObeKTa
OPOCICKUBAEMOCTH B €ro JUYHOM KaOMHETEe OCYIIECTBISIETCS IyTeM
PEeIOCTaBICHUSI CYyOBEKTOM MPOCISKUBAEMOCTH B MHPOPMALIUOHHYIO CUCTEMY
MOHUTOPHUHIA JTOKYMEHTA ITPOU3BOJICTBA, COJIEPIKAILLErO0 B TOM YHCIIE CBEJACHUS
00 UCIOJIb30BAHHOM B paMKax CTaJuil  TEXHOJOTHYECKOTo  Ipoliiecca
POM3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA HMCXOAHOM Marepuane U (MiM)
UJCHTU(PUITUPYEMOM UCXOTHOM MaTepHalie, ero KojaudecTse (oobeme).

37. CyObeKThl MPOCIEKUBAEMOCTH (YYaCTHHUKHA 00OpOTa HMCXOIAHBIX
MaTepuaioB) MOTYT BHOCUTh B HWH(GOPMAIMOHHYIO CHUCTEMY MOHUTOpPUHIA
CBelleHUs1 00 MCXOJHBIX MaTepuaiax, MpeJAHa3HAYEHHBIX MJis TPOU3BOJICTBA
JEKapCTBEHHBIX  CPEJICTB,  KOTOpPhIE  HE  pealiu30BaHbl  CyOBEKTOM
POCIEKUBAEMOCTH (YYACTHUKOM 000pOTa UCXOAHBIX MATEPUAIOB), HAXOATCS
y Hero BO BiaJeHuH, W (WIM) T[OJB30BAHUHU, U (WIHM) pPACTIOPSKEHUH,
B OTHOIICHHH KOTOPBIX NPEIyCMOTPEHO T0OpPOBOJILHOE BHECEHHE CBEICHHIA
B MH(POPMAIIMOHHYIO CUCTEMY MOHUTOPHHIA B IEJSAX MOJITBEPKIACHUS CTPAHBI
IPOUCXOXK/ICHUS JIEKAPCTBEHHOI'O CPEJCTBA U (DAKTUUYECKU OCYIIECTBISIEMbIX
CTagui TEXHOJIOTMYECKOTrO Mpoliecca MPOU3BOACTBA JIEKAPCTBEHHOIO CPEICTBA,
yKa3aHHBIX B  JIOKYMEHTe O  cTagusix  npousBojcTBa.  CyObeKThI
IPOCISKUBAEMOCTH (YYaCTHUKM OOOpOTa HCXOAHBIX MaTepUaioB) MOTYT
PeOCTaBIsATh B HMH(DOPMAIMOHHYIO CHUCTEMY MOHUTOPHUHIA OMpeeisieMble
MWUHHUCTEPCTBOM MPOMBINUIEHHOCTH W TOproiau Poccuiickont Denepanuu
B YCTAHOBJICHHOM WM TIOPSIAKE CBEACHUS O HEPEaJIU30BaHHBIX MCXOJHBIX
Marepuainax, NpeJIHa3HAYCHHBIX JUIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB,
Ha JIeHb BO3HUKHOBEHHS y CyObEKTa MPOCIEKUBAEMOCTH (y4acTHHKA 000poTa
UCXOJHBIX MAaTE€pUajoB) HEOOXOJMMOCTH HAIMOJIHEHHUS BHUPTYaJIbHOIO CKJaaa
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B OTHOUIEHWU HCXOIHBIX MaTEpPHUalOB, KOTOPblIE HA MOMEHT BO3HUKHOBEHUS
Takoi HEOOXOJIMMOCTH HE COJIEpXKATCs Ha BUPTYaJbHOM CKJaje, B TOM YHCIIe
NOBTOPHOTO HAMOJHEHUS BHUPTYAJBHOIO CKJIAaJa TIOCJIE aHHYJIUPOBAHUS
CBEJICHHII O COCTOSIHUM BHUPTYaJbHOI'O CKJIaJa B COOTBETCTBUU C MYHKTOM 43
Hacrosmux IIpaBui.

[lepenaua cBeaeHuii, yka3aHHbIX B a03alle MEPBOM HACTOSILIEIO MyHKTA,
OCYILECTBIISIETCA C MCIOJIB30BAHMEM CTAHAAPTHBIX IIPOTOKOJIOB IIEpEAadu
JaHHBIX W Pa3pabOTaHHBIX  OMEpPaTOpOM HH(MOPMALMOHHOW  CHUCTEMBI
MOHUTOpPUHIAa WHTEPPENCOB HIEKTPOHHOIO B3aMMOJACIHCTBUSA IyTeM OOMeHa
ANIEKTPOHHBIMU TOKyMEHTaMH, TpeOOBaHUs K (OpMATy KOTOPBIX OMPEIEISIOTCS
orneparopoM HMHGOPMAIIMOHHON CHCTEMbl MOHHMTOPHHIA IO COTJIACOBAHUIO
¢ MuHHuCTEpCTBOM IPOMBILIIIEHHOCTH W TOproBiu Poccuiickoi denepauun
M KOTOphIE  pas3MeniaroTcss Ha  oduuIMambHOM  caiiTe  omepaTopa
nH(POPMAIIMOHHON CUCTEMbI MOHUTOpUHTA B ceTH "MHTepHet".

B ciydyae wucnonb3oBaHUsS MCXOAHBIX MaTe€pUaioB (MPOMEXYTOUYHBIX
MPOYKTOB, (hapMareBTUUIECKUX CyOCTaHIMK, HepachacOBaHHOW TPOIYKIINN),
CBEACHHS O KOTOPBIX OBUIM BHECEHbl B WH(POPMAIMOHHYIO CHCTEMY
MOHHUTOPHUHIAa B COOTBETCTBMM C HACTOAIIMM IIyHKTOM, B IpoLecce
MPOU3BOJICTBA CEPUU JIEKAPCTBEHHOTO CpeACTBAa MHGPOpPMAIMOHHAA CHCTEMa
MOHHUTOPUHIAa  HE  IIOATBEPXKIAET  OCYIIECTBIEHHWE  BCEX  CTAIHU
TEXHOJIOTUYECKOr0 IpOoLEecca IPOU3BOJACTBA TAaKOW CEpPUU JIEKAPCTBEHHOT'O
CPEICTBA HA TEPPUTOPHUH EBPAa3MUCKOrO0 dKOHOMHUYECKOIO COK3a U CBEICHHUS
O TakOW CEpUM JIEKAPCTBEHHOIO CpEICTBAa HE TMOJJIEXAT Pa3MELICHUIO
Ha o¢dunuadbHOM caiiTe MUHUCTEpCTBa MPOMBINUICHHOCTH W TOPTOBIHU
Poccuniickont @enepauun B cetn "VIHTEpHET" B COOTBETCTBHMU C IIYHKTOM 59
HacTtosimmx  [lpaBuim (32 HMCKIIOYEHHUEM  MPOMEXYTOUHBIX  MPOIYKTOB
MIPOU3BO/ICTBA BAKIIMH).

I1I. ITopsinox 06pabOTKM U MpUMEHEHUS! UH(OPMAIIH, T0OPOBOJIHHO
MPEeI0CTaBIECHHON B MHGOPMAIIMOHHYIO CUCTEMY MOHUTOPUHTA B IEJIAX
HOJTBEPKICHUS CTPAHBI IPOUCXOXKACHUSI JIEKAPCTBEHHOIO IIperapaTa
JUI. MEJUIIMHCKOTO IPUMEHEHMSI

38. B umenmsx wuAeHTU(UKAIMK HMCXOJHBIX MaTE€pPUAIOB OIEPaTOPOM
MH(GOPMAIIMOHHOW CHCTEMbl MOHUTOPUHTA C HCIMOJIb30BaHUEM (YHKIHOHAIA
MH(GOPMAITMOHHON CUCTEMbl MOHUTOPHUHIA T€HEPUPYETCS UICHTU(PUKAMOHHBIHI
KOJI CepUH, BKIIIOUAIONIHMI B ce0st 2 TPyl JAHHBIX, TPU 3TOM:

nepBasi Tpynna JIaHHbIX COACPKUT UACHTU(PUKAIMOHHBIN KOJI UCXOTHOTO
MaTepHana;
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BTOpas rpymnma TAHHBIX COJIEPIKUT CEpUIHBIN HOMEP
UACHTUPUIUPYEMOTO HMCXOJHOTO Marepuana (HOMEp, COOTBETCTBYIOIIMIA
UCXOJHOMY Marepuany (NMpOMEXKYTOUYHBIA MPOAYKT, HepachacoBaHHAs
npoaykKius, (¢dapMmaneBTUuecKkass CyOCTaHIUsl), B OTHOIIEHHH KOTOPOTO
B MH()OPMAIMOHHOW CHUCTEME MOHUTOPUHTA BEJIETCS yUET MOCEPUITHO).

NudopmanmonHass cucreMa MOHMTOPUHTA HE JOIMYCKAeT MOBTOPHOTO
dhopmupoBaHus (reHepalny ) UACHTU(HUKAITMOHHOTO KOJ/Ia CEPUH.

39. Undopmarmonnas cucrema MOHUTOPHUHTA obecrieunBaeT
aBTOMAaTHYECKOE  IMPUCBOCHUE  MJICHTU(PUKAIMOHHBIX  KOJOB  CEPHUH
UACHTUPUIUPYEMOMY HCXOJHOMY MaTepHally Ha OCHOBAaHWU HAIpPaBICHHOTO
CyOBEKTOM MPOCIIEKUBAEMOCTH B WH(MOPMAIMOHHYIO CUCTEMY MOHHUTOPHHTA
JOKYMEHTA IPOU3BOJCTBA.

40. UnentudukaimoHHbIN KO cepuu, IIPUCBOCHHBIN
UACHTU(PUIUPYEMOMY HCXOJHOMY MaTepualy, COOTBETCTBYET ONpPEIEICHHOMY
00beMy HACHTUPHUIMPYEMOIO HCXOJHOTO MaTepHalia, CBEJIEHUS O KOTOPOM
coJiepKarcs B JOKyMEHTE IMPOU3BO/ICTBA.

41. ITpu nepenaye uH(pOpMaIIMOHHOM CHUCTEMOM cyObeKTa
POCICKUBAEMOCTH B MH(DOPMAIIMOHHYIO CHCTEMY MOHUTOPHUHIa JOKYMEHTOB
pOU3BOJICTBA WH(GOPMAIIMOHHOW CHCTEMOW MOHUTOPHHIA OCYIIECTBIISETCS
ux oOpaborka. JIOKyMEHThl  TPOU3BOJACTBA  JOJKHBI  TEpeJaBaThCs
B MH(QOPMALIMOHHYIO CHCTEMY MOHUTOPHHIAa B XPOHOJIOTMYECKOM TOPSJIKE
COTJIACHO  OCYUIECTBISIEMBIM  CTaAUsIM  TEXHOJOTMYECKOIrO  Ipolecca
IPOU3BOJICTBA JIEKAPCTBEHHOTO CPENICTBA, YKAa3aHHBIM B MaTEepUAIIBHOM
OasaHce.

42. IIpoBepku  COOTBETCTBUSI ~ CBEJICHHMI, BHECEHHBIX CYOBEKTOM
NPOCICKUBAEMOCTH  (YYaCTHHUKOM  00OpOTa  HMCXOJHBIX  MaTepuasoB),
CBEJICHMSAM, COJAEp)KAIIUMCS B JIEKJIapallid Ha TOBaphl, IOCPEICTBOM
nH(popMalmoHHoro ooMeHna ¢ EquHoit aBromaTu3npoBaHHON UHPOPMALIMOHHOM
CUCTEMOW TaMO>KEHHBIX OpPraHOB IIpU TMOCTAHOBKE HA BHUPTYaJbHBIA CKIaj
Crocob0oM, TMPETyCMOTPEHHBIM TMOANYHKTOM "B" myHkTa 33 HacTOSIIUX
[IpaBun, UHPOPMALMOHHON CHUCTEMOM MOHUTOPHUHIA  OCYIIECTBISIOTCS
c 15 okts6ps 2025 r.

[IpoBepku  COOTBETCTBUSA  CBEJEHUM,  BHECEHHBIX  CYOBEKTOM
NPOCICKUBAEMOCTH  (YYaCTHHUKOM  00OpOTa  HMCXOJHBIX  MaTepuasoB),
CBEJICHHMSAM, COAEpPKAIIMMCS B pEecTpe MPOMBIIUICHHOW MPOAYKIIHH,
Opy TIOCTAHOBKE Ha BUPTYaJbHBIM CKJIQJ CIOCOOOM, MpPeayCMOTPEHHBIM
noanyHkToM "a" myHkTa 33 Hacrosuux [IpaBui, nHPOPMAIIMOHHOW CHCTEMOM
MOHHUTOPHUHTA OCYIIECTBISAIOTCA ¢ 15 okTsa06pst 2025 1.

n
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43.CBeieHHsI O  COCTOSIHUM  BUPTYaJbHOTO  CKJaga CcyObekTa
OPOCICKUBAEMOCTH aHHYJIUPYIOTCS B  Cllydae MPEKpallleHUus Iepeaadyu
B MH(QOPMAIIMOHHYIO CHCTEMY MOHUTOPUHIa CyOBEKTOM MPOCIEKUBAEMOCTH
B COOTBETCTBHUU C HacToAmuMHu [IpaBuiiaMu JTOKyMEHTOB MPOU3BOJICTBA O CEPUU
JEKapCTBEHHOIO0  CpEeJCTBA MPH  HAJIMYMM B  ABTOMATU3UPOBAHHOMN
uHpopmaimoHHon cucteme DenepanbHON chnyXObl MO HaI30py B cdepe
3/[paBOOXpaHeHus: MHPOPMAIIMK O CEPUU JIEKAPCTBEHHOI'O CPEJICTBa IMepes
BBOJIOM B I'paKJIaHCKUII 000POT cepuu JIEKAPCTBEHHOI'O CPEJICTBA, HA KOTOPOE
paHee ObUT BbIJIaH JJOKYMEHT O CTaJUSIX MPOU3BO/ICTBA.

44. Tlpn BHECEHMM W3MEHEHHU (JIOTIOJIHEHMI) B CBEJICHHUS, 3asBIICHHbIE
B JIEKJIapalliil Ha TOBaphl, MOCJE BBIYCKAa HCXOJHBIX MarepuaioB Enunas
aBTOMATU3MpPOBaHHAs HH(OpPMAIMOHHAS CHUCTEMa TaMOXXEHHBIX OpraHoB
nepenaer B MHGOPMAIMOHHYIO CHCTEMY MOHUTOPHUHIa II0 €€ 3ampocy
CKOPPEKTUPOBAHHBIE JaHHbIE 00 UCXOJHBIX MaTepuaax.

CBeneHusi O PEIIEHUH TAaMOXEHHOTO OpraHa B OTHOIIEHUM HCXOIHBIX
MaTepHaioB, MOJy4YeHHbIEe U3 ENMHON aBTOMAaTU3UPOBAaHHON MH(POPMALIMOHHOM
CUCTEMBbl TAMO>KEHHBIX OPTaHOB, OTPAXKAIOTCS B MHDOPMAIMOHHOW cHCTEME
MOHHUTOPHUHTA.

45. Ilpn nepepaue (mpHEeMKe) HCXOAHBIX MaTepUaIoB, B TOM YHCIE
UACHTU(PUIUPYEMBIX ~ HCXOJHBIX  MarTepuajioB B paMKax  CJEJOK,
pelycMaTPUBAIOIIMX [EPeXo]] MpaBa COOCTBEHHOCTH Ha TaKHE HUCXOJHBIE
MaTepuaibl, a TakXe B paMKax JOroBOPOB KOMHUCCUHU, U (UJIM) areHTCKUX
JIOTOBOPOB, U (WJIM) JOTOBOPOB MOApsiAa, U (MIM) JIOTOBOPOB TMOPYYEHHUS
CTOpOHA  CHEJIKM, OCYUIECTBJSIOWAs OTrPy3Ky (NPUEMKY) HCXOJHBIX
MaTepualioB,  (OPMUPYET  YHUBEPCAIbHBIA  TNEPEeNIaTOYHbIA  JOKYMEHT
C YKa3aHHEeM BHUJA CJIEJIKHA, B paMKax KOTOPOW OCYHIECTBIISIETCS OTIpy3Ka,
MOJIMUCHIBAET €r0 YCUJICHHOM 3JIEKTPOHHOM TMOJIUCHI0O W HAMPABIAET JIPYroi
CTOPOHE CHEJIKH B TMOpSIKE, MPEAYyCMOTPEHHOM NYHKTOM 12 HacTosmmx
[IpaBun. B Teuenue 3 pabouux gHEH cO JIHA MPUEMKU HCXOAHBIX MaTEpUAJIOB
YHUBEPCAIbHBIA NEPEIaTOYHbIA JOKYMEHT HaIlpaBisieTcsi B HH()OPMAIMOHHYIO
CUCTEMY MOHUTOPHHIA ONIEPATOPOM BJIEKTPOHHOTO IOKYMEHTOO0OPOTA.

YHuBepcanbHBIN MepeaaTOYHbI JOKYMEHT, MPEAYCMOTPEHHBINH ab3aiemM
NEPBBIM HACTOSIIETO MyHKTA, JOJKEH COJEPKATh CIEAYIOIINE CBEICHMUS:

UAeHTU(UKAITMOHHBIN HOMEp HaJIOTOTIaTeIbIINKA cyObekTa
POCIEKUBAEMOCTH WJIM YYaCTHUKA 000POTa UCXOIHBIX MAaTEpPUAIOB;

UJCHTU(UKAIIMOHHBIA HOMEP HAJIOTOIUIATENbIIMKA TOKYIIATEs;



26

eAUHUIIA Uu3MepeHus (KOJA M COOTBETCTBYIOIIEE €My YCIOBHOE
obo3HayeHue (HAIMOHAJIbHOE) B  CcOOTBEeTCTBUU ¢  OOIIepoccHiicKkum
KJIacCU(DUKATOPOM €MHUI] U3MEPEHUS) (MPU HATUYHH);

KOJIMYECTBO MOCTABJISIEMbIX (OTTPY>KEHHBIX ) UCXO/IHBIX MaTepUaJIOB;

HAaMMEHOBAaHUE UCXOJ/IHOIO MaTepHuaa;

[[lEeHa HMCXOJIHOT0 MaTepuala 3a €AUHUILy M3MepeHusi 0e3 yuyera Hajora
Ha J100aBJIEHHYI0 CTOMMOCTb, a B CiIy4ae NPUMEHEHHUS TOCYJapCTBEHHbIX
peryiupyeMbix 1eH (TapudoB), BKIIOYAKOIMKMX B ce0s HaAJIor Ha J00aBICHHYIO
CTOMMOCTb, - C YYETOM CYMMBI HAJIOT'a;

CTOMMOCTb BCETO KOJUYECTBA MOCTABISEMBIX (OTTPYKEHHBIX) UCXOIHBIX
MaTepuasioB 0e3 Hajora Ha JOOaBJIEHHYIO CTOMMOCTh (B cCiyyasx,
npeanycMoTpeHHbix  HamoroBeim  komexkcom — Poccuiickor  Depepauuu,
yKa3bIBaeTCsl HaJlororas 0asa);

HAJIOroBasi CTAaBKa;

CTOMMOCTb BCETO KOJUYECTBA MOCTABISEMBIX (OTTPYKEHHBIX) UCXOIHBIX
MaTEpHUAJIOB C YU€TOM CYMMBbI Hajora Ha J100aBJIE€HHYIO0 CTOUMOCTB;

CymMMa Hajora Ha JOOaBJIGHHYIO CTOMMOCTh, MpeabsBiseMas
MOKYyTaTeto;

UJCHTU(GUKAIIMOHHBIA KOJI cepuu (€ciM MpeOCTaBICHHBIH CyOBEKTOM
OPOCICKUBAEMOCTH  (yYacTHUKOM  00OpoTa  HMCXOAHBIX  MAaTE€pUaJIoOB)
YHUBEPCAIbHBIN MEPeAaTOYHBIN TOKYMEHT COACPKUT CBEJIEHUS 00 Oolepanusx,
COBEpIIAEMbIX C UACHTU(PUIIMPYEMBIM UCXOJIHBIM MATEPUATIOM);

UJCHTU(GUKAIIMOHHBIA KOJT HCXOJHOTO MaTepuayiia (B 3aBUCHMOCTH
OT THUIIA TPOUCXOXKICHUSI HICXOJHOTO MaTepuraa).

46. Onepatop  MHGOPMAIIMOHHONW  CUCTEMbl ~MOHUTOPUHIrA  TOCIE
MOJIy4eHHsI OT OMepaTropa 3JIEKTPOHHOTO JIOKYMEHTOO00O0pOTa yHUBEPCAIHHOTO
NEepelaTOYHOro JIOKYMEHTa, MPEJyCMOTPEHHOTO IYyHKTOM 45 HacTosAmux
[IpaBun, oTpakaer B HHGOPMAITMOHHONW CUCTEME MOHMTOPHUHTA (DAKT mepeaadu
UCXOJHBIX MaTepHaIOB B paMKax oOmNepanuil OTrpy3Kd H  [PUEMKH
(B TOM 4mclie UIEHTUPUIIMPYEMBIX UCXOJAHBIX MAaTEPHAIOB) MEXKY CyOBEeKTaMU
OPOCICKUBAEMOCTH  (YYaCTHUKaMH  00OpOTa  UCXOJHBIX  MAaTE€pHUaJoOB)
U OTOOpakaeT HCXOJHbIE MaTepHalibl Ha BHUPTYaJIbHOM CKJaZe CcyObeKTa
OPOCISKUBAEMOCTH  (y4acTHMKa  00OpoTa  HMCXOAHBIX  MaTepuasoB),
SBJISIFOIIETOCS MOJIyYaTesIeM UCXOIHbIX MaTepUasoB.

47.B OTHOUIEHWU CBEJCHHM, NOCTYNAIIUX B HHPOPMAMOHHYIO
CUCTEMY MOHHUTOPHHIA, MPUMEHSEMbIX B IEJISIX MOATBEPXKICHUS CTPaAHBI
IPOUCXOXK/ICHUS JIEKAPCTBEHHBIX CPEJICTB, @ TaKK€ B OTHOIIEHUH CYyOBEKTOB
POCIIEKUBAEMOCTH 00ECIIEYMBAIOTCS CIIEYIOIINE MPOBEPKHU:
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MPOBEPKA HAJIMYMUSA JICMCTBYIOIIEH YCHIEHHOM JJIEKTPOHHOU MOIIIHUCH,
JNEUCTBYIOUIMX  PEECTPOBBIX  3aluceil B OTHOIIEHUH  CYyOBEKTOB
IPOCIICKUBAEMOCTHU U HCXOJHBIX MaTepHuaIoB npu o0paboTke
UH(GOPMAIITMOHHOW  CHUCTEMOM MOHUTOPUHIA JOKYMEHTOB IPOU3BOJICTBA
B CJIEIYIOIIUX T'OCYIapCTBEHHBIX MHPOPMAIIMOHHBIX CUCTEMAX U peecTpax:

€IUHBII TOCYJapCTBEHHBINA PEECTP IOPUINUECKUX JIULI;

eIMHbIN rocyJapCTBeHHbBIN peectp WHIMBUTy AJIbHBIX
npearnpuHUMaTesei;
rocyapCTBEHHbBIN peectp aKKpEJIUTOBAaHHBIX bunmnanos,

NPEJICTaBUTENICTB MHOCTPAHHBIX IOPUIUUYECKUX JIUIL;

peecTp JIMIIEH3UW HA  MPOU3BOACTBO  JIEKAPCTBEHHBIX  CPEJICTB
JUTSL METUIIMHCKOTO IPUMEHEHMUS;

roCyJapCTBEHHBIA PEECTP JIEKAPCTBEHHBIX CPEJICTB;

CAUHBIA  pEecTp  3aperuCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB
EBpa3uiickoro 3kOHOMHUYECKOT0 CO03a;

NpoBepKa HaIWYUsl B CBEICHUNX, COAEpXKAIIMXCS B JTOKYMEHTE
pOM3BOJICTBa, MH(pOpManMU 00 MACHTHU(PUKATOPE U CTaTyce MaTepHaIbHOTO
OaaHca, B  OTHOLIEHWHM  KOTOPOrO  TOJATBEPXKIAIOTCA  (PAKTUUECKH
OCYUIECTBJISIEMbIE  CTAUM  TEXHOJOTMYECKOro TMpoliecca  MPOU3BOJICTBA
JIEKapCTBEHHOT'O CPEJICTBA;

poBepKa COOTBETCTBUS CBEJICHUH, coJiep KaImuxcs
B JIOKYMEHTE TMPOU3BOJICTBA, CBEACHUSIM 00 UJECHTU(PUKAMOHHOM HOMEpe
HAJIOTOIUIATENbIINKA CYOBEKTa MPOCIEKUBAEMOCTH, paHee IOJIMHUCABIIETO
MaTepHalIbHBIN OaslaHc;

poBepKa COOTBETCTBUSI CBEACHHM, coJepKalluXcsi B JOKYMEHTE
POU3BOJICTBA, 00 HJECHTU(MUKAIMOHHOM KOJI€ MCXOIAHOTO MaTepuayia U (MiM)
UACHTU(PUKAIIMOHHOM KOJIE CepUH, CBEJICHUAM 00 HACHTU(PUKAIMOHHOM KOJE
UCXOJHOTO  MaTepuana U (WiM)  UIACHTU(PUKAIIMOHHOM  KOJE€  CEepHH,
coJiep KaluMcst B TIOJIMMCAaHHOM MaTepHallbHOM OajaHce;

poBepKa COOTBETCTBUSI CBEACHHM, coJepKalluXcsi B JOKYMEHTE
POM3BOJICTBA, O HAWUMEHOBAHMM W HOPMHUPOBAHHOM KOJMYECTBE HCXOJHBIX
MaTepHaJIOB, HU3pPACXOJIOBAHHBIX Ha CTaJUU TEXHOJOTHYECKOIo Ipoliecca
POM3BOJICTBA  JIEKAPCTBEHHOTO  CpeacTBa (C  YYE€TOM  MaKCHUMAaJIbHBIX
U MUHUMAJbHBIX 3HAYEHUN), M 00 HUX E€IUWHHUIAX H3MEPEHHUs CBEJICHUSM,
coJiepKallluMcsl B TMOJIMCAHHOM MaTepuaibHOM OallaHce, 0 HaWuMEHOBAHHUHU
U HOPMHUPOBAHHOM KOJIMYECTBE HCXOJHBIX MaTEpHaOB M 00 WX E€IUHUIAX
u3Mmepenua. OJHOBPEMEHHO OCYIIECTBISIETCS IPOBEpKa  JTOCTATOYHOCTH
UCXOJHBIX MaTepHalioB Ha BHUpPTyaJdbHOM ckiajne. llox A0CcTaTOYHOCTHIO
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MIOHUMAeTCsl Haln4yhe (Ha OCHOBAaHUHM CBEIECHUH WH(POPMAIMOHHON CHCTEMBI
MOHHUTOPUHTA) Ha BUPTYaJIbHOM CKJIaJe B JINYHOM KaOWHETe CyOBeKTa
MPOCIICKUBAEMOCTH UCXOJHBIX MaTEPHUaIOB B KOJIHYECTBE, HEOOXOIUMOM JIIsI
(aKTUYECKOr0  OCYIIECTBICHHS  CTaJAMH  TEXHOJOTHMYECKOro  Ipolecca
NPOU3BOJCTBA  JIGKAPCTBEHHOTO  CpPEACTBA HA OCHOBAaHUHM  JIOKYMEHTa
POU3BOICTBA,

NPOBEpPKa COOTBETCTBUS CBEJEHWH, COJEPXKAlIMXCSi B JOKYMEHTE
IPOU3BOJICTBA, O KOJMUYECTBE HIACHTHPHUIMPYEMOrO0 HCXOJHOTO MarepHana,
(bakTUYeCKH TMOTy4aeMoro Ha  CTaguM  TEXHOJOTHYEeCKOro  Ipolecca
MPOU3BOJICTBA JICKAPCTBEHHOTO CpeAcTBa (C  Yy4€TOM MAaKCHUMAalbHBIX |
MUHHUMAIIbHBIX 3HAYEHHI ) U €T0 eIMHUIIAX U3MEPEHUS CBEACHHUSIM O KOJIMYECTBE
WICHTU(QUIIMPYEMOTO HCXOJHOTO MaTepuana M eAWHMIIAX H3MEpEeHUs,
COJIEp>KaIIMMCsI B IOATIMCAHHOM MaTepUabHOM OaaHce;

NpOBEpPKa  COOTBETCTBHSI CBEJCHHM, COJCPXKAIIMXCS B JIOKYMEHTE
NPOU3BOJCTBa, 00 aapece MecTa OCYIIECTBICHHS JEATETbHOCTH COTJIACHO
paspemeHuio (JIMIEH3UM) Ha MPOW3BOJCTBO JICKAPCTBEHHBIX CPEICTB, II0
KOTOPOMY  BBITIONHSIETCS  (DaKTHYECKOe  TPOU3BOJACTBO MO  CTaH
TEXHOJIOTMYECKOr0 TIpoIlecca IMPOU3BOJICTBA  JIGKAPCTBEHHOTO  CPEJICTBA,
CBEACHHSIM, COJEP)KAIUMCSl B TOJANMCAHHOM MarepuaibHOoM Oanance. [lpu
9TOM TaK)X€ OCYIIECTBIISIETCSl MPOBEpKa CTaTyca pa3pelieHus (JUICH3WU) Ha
MPOU3BOICTBO JICKAPCTBEHHBIX CPEJICTB;

NpOBEpKa HaJIMuUsl JEUCTBYIOIIETO0 PErucTPallMOHHOTO YJIOCTOBEPEHMUSI
JEKapCTBEHHOTO TMpemnapara, peecTpOBOW 3amUCH B €IMHOM  peecTpe
3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPeJCTB EBpa3uiickoro SKOHOMHYECKOTO
COK03a WM 3allCH B TOCYJIapCTBEHHOM pEEeCTpe JIEKApCTBEHHBIX CPEICTB
IS MEIUIMHCKOTO TPHMEHEHHUs, CBEJIEHUS II0 TIPOU3BOACTBY KOTOPOTO
COJIEPIKATCs B IOKYMEHTE IMPOHU3BOJICTBA;

npoBepka (akTa TOro, 4YTO CPOK TOJHOCTH HMCXOJHBIX MaTEpHUajoB
(bapmanieBTHyeckoi cyOcTaHmuu U (W) HepachacOBaHHOW MPOTYKIIHH),
CBECHHS O KOTOPBIX HAmpaBJeHbl CyOBEKTOM  MPOCIECKUBAEMOCTH
B MH(QOPMAIIMOHHYIO CHCTEMY MOHHMTOPHUHIA B JOKYMEHTaX MpPOM3BOJICTBA, Ha
OCHOBAaHWUM CBEACHHA O CPOKE TOJHOCTH HCXOJIHBIX MaTEpHajoOB
(bapmanieBTHyeckoi cyOcTaHmuu U (W) HepachacOBaHHOW MPOTYKIIHH),
COJIEpKAIIMXCS B FOCYJAapCTBEHHOM pEecTpe JICKAPCTBEHHBIX CPEICTB IS
MEIMIIMHCKOTO  TMPUMEHEHHS, €IUHOM  peecTpe  3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX cpe/icTB EBpa3uiickoro 5JKOHOMUYECKOT0 COr03a, HE HCTEK;

NPOBEpPKa COOTBETCTBUS CBEJEHWH, COJEPXKAlIMXCSi B JOKYMEHTE
NPOU3BOJICTBA, O KOJM4YecTBE (00BEME) CEpUU JIEKApCTBEHHOTO CPEJCTBA,
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B OTHOIIEHWH KOTOPOW C TMPUMEHEHHEM HH(POPMAIIMOHHON CHUCTEMBI
MOHUTOPUHIA TOATBEPKAAETCS CTPaHAa MPOUCXOXKACHUS JIEKAPCTBEHHOIO
CPEACTBA, CBEICHUSAM, COAECPIKAIUMCS:

B aBTOMATH3UPOBAHHOW HWHQpoOpMaImoHHON cuctemMe dDeaepaibHOM
CIyx0bl TIO Hag30py B cdepe 3ApaBOOXpAaHEHHUS B YacTH BBEACHHOTO
B IPaXKJAHCKUI 000pOT 00beMa cepuu JIEKAPCTBEHHOI'O CPEJICTBA;

B CHUCTEME MOHHMTOPUHIA JBWXKEHHUS JIEKAPCTBEHHBIX IPENApaATOB
JUISE. MEIUIIMHCKOTO TPUMEHEHUS B YacTH o0bemMa CpEeJICTB HIEHTU(UKAIUH,
HAHECEHHBIX HAa YIIAKOBKM JIEKAPCTBEHHBIX IPENAapaToB [JIsl MEIUIMHCKOIrO
IPUMEHEHUS.

[IpoBepKkH CUMTAIOTCSA YCHEUIHO MPONIAEHHBIMU IPHU MPOXOKJIECHUHU BCEX
IPOBEPOK, YKA3aHHBIX B HACTOSIIIIEM ITYHKTE.

48. Pe3ynbTaThl MPOBEPOK, NPEAYCMOTPEHHBIX MYHKTOM 47 HACTOSIIUX
[IpaBun, oTobpaxarorcs:

B JIMYHOM KaOHMHETe CyObeKTa MPOCIeKUBAEMOCTH;

B JIMYHOM KabuHeTe MMUHHUCTEpPCTBA MPOMBINUIEHHOCTH U TOPTOBIU
Poccuiickon ®enepanumu.

Pasmenienne uHoOpmManuu O cepusiX JIGKAPCTBEHHBIX  CPEJCTB,
OPOILIEIIINX MPOBEPKH, MPENYCMOTpEeHHbIE MyHKTOM 47 Hacroswmux [IpaBuin,
oOecrieunBaercs Ha OQUIHAIBLHOM caiiTe MHUHHUCTEpCTBA MPOMBIIIIIEHHOCTH
u Toprosiu Poccuiickoit @enepanuu B cetu "MHTepHeT".

Nudopmanms o0 cepusix JIGKAPCTBEHHBIX  CPEJCTB, IPOILIEAIINX
U HE NPOLIECAIIUX MPOBEPKHU, NPEAYCMOTPEHHbIE IYHKTOM 47 HACTOSIIUX
[IpaBun, pa3meniaercs B IMYHbIX KaOMHETaX CyOBEKTOB MPOCIICKUBAEMOCTH.

49. CnucaHne UCXOIHBIX MAaT€pUANIOB C BUPTYAJIbHOTO CKJIaJa Ha LIEJH,
HE CBS3aHHBIE C MPEAYCMOTPEHHBIMU MaTEpHAIbHBIM OalaHCOM CTaJIUAMHU
TEXHOJIOTUYECKOr0  MpOIEcca MPOU3BOJACTBA JIEKAPCTBEHHOI'O  CPEJICTBA,
OCYILIECTBIISIETCS OCPEICTBOM nojauu JTOKyMEHTa CIIUCAHUS
C  HCNOJb30BAaHUEM  CTAaHJIAPTHBIX  IPOTOKOJIOB  NEpPeAadyd  JaHHBIX
U pa3pabOTaHHBIX OIMEPaTOPOM HMHQPOPMAIMOHHON CHCTEMbl MOHHUTOPHHTA
UHTEP(PENCOB 3JEKTPOHHOTO B3aUMOJCHCTBUS NMyTeM OOMEHa 3JIEKTPOHHBIMU
JOKyMEHTaMH, TpeOoBaHMs K (opMaTy KOTOPBIX ONPENEISIOTCS ONepaTopoM
UH(GOPMAIIMOHHON CUCTEMBI MOHUTOPHUHTA U COTJIACOBBIBAKOTCS
¢ MUHHCTEpPCTBOM NPOMBIIUIEHHOCTH U Toproeiau Poccuiickon ®epepanuu
M KOTOpble  pa3MellalTcs Ha  ouIMaJbHOM  caiiTe  omeparopa
UH()OPMAIIMOHHOM CUCTEMbI MOHUTOPUHTA B ceTH "MHTepHeT".

50. Ilpu ocymectBieHMd WHOOPMAIIMOHHOW CHUCTEMOW MOHHMTOPHHIA
OPOBEPOK, MPENYCMOTPEHHBIX NYHKTOM 47 Hacrosawmux [IpaBun, ¢ ydetom
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OTCYTCTBHSI 3a(MKCUPOBAHHBIX HWH(POPMAIIMOHHOW CHUCTEMOW MOHUTOPHHTA
B XOJIe TIPOBEPOK HECOOTBETCTBHH, yKa3aHHBIX B IyHKTE 47 HACTOSIINX
[IpaBwi, wHbOpMAIMOHHAS CHCTEMa MOHHUTOPUHTA IOATBEPXKIAET, YTO BCE
CTaJIn TIPOU3BOJICTBA (BKJIFOYAss CHHTE3 MOJICKYJIbI JCHCTBYIOIIETO BEIIeCTBa
dapmaneBTHUECKO ~ CyOCTaHIIMM)  CEepUHM  JICKAPCTBEHHOTO  CpEACTBa
OCYIIECTBIIEHBl HAa TEPPUTOPHSIX TOCYJapCcTB - YIEHOB EBpasmiickoro
YKOHOMHUYECKOTO COH03a.

51. I3MeHeHHe CBEACHMI, MPEAYCMOTPEHHBIX IS TMEpeladyd B paMKax
YHHUBEPCATbHBIX TIEPEJATOYHBIX JOKYMEHTOB, JIOMYCKAe€TCSI B OTHOIICHUHU
CBEJCHWI B YyHHBEPCAJIbHBIX IEPEIATOYHBIX JOKYMEHTaX 00 HWCXOIHBIX
MaTepuanax (s IpoMEeXYTOUHBIX MPOIYKTOB, Hepac(hacoBaHHON MPOMYKIIUH,
(dapmarneBTHUECKOI CyOCTaHIINN ), UIMEIOIINX HICHTU(PUKAIMOHHBIN KOJI CEPHH.

[Tpu >TOM HEe HmomMycKaeTcs HampaBlieHHE B MH(QOPMAIIMOHHYIO CHCTEMY
MOHHUTOPUHTA W3MEHEHHBIX CBEJCHHUH, MPEIyCMOTPEHHBIX [UIS TMepenadu
B paMKaxX YHHUBEPCAIbHBIX TIEPEJaTOYHBIX JIOKYMEHTOB, B CiIy4ae, eCJH
UCXOJHBIE MaTepuanbl (MIPOMEXYTOUHbIE TPOAYKTHI, HepachacoBaHHAS
npoaAyKIus, (papMareBTHIECKHe CyOCTaHIINM ), IMEIOIINE UACHTH(PUKAIMOHHBIH
KOJ CEpHH, CBEIEHHS O KOTOPBHIX paHee IMepelaHbl B HH(DOPMAIMOHHYIO
CUCTEMy MOHHMTOpPMHTa B paMKaxX [EpelaTOYHbIX JOKYMEHTOB, YXKe
ONMPUXOJOBaHbI HAa BHUPTYyAJIbHBIM CKJIaJ W HCIOJB30BAaHBl B paMKax
MPOU3BOICTBA CEPHH JICKAPCTBEHHOTO CpeACTBa (B MHPOPMAIIMOHHYIO CHCTEMY
MOHUTOPUHIA BHECEHBI JIOKYMEHTHI IPOU3BOJICTBA).

52. [loanucanHble MaTepUalbHBIE OallaHChl M TIPOEKT HE IMOJIeKAT
UCTIPaBIIeHUIO, HWH(OpPMAIMOHHAs CHUCTEMa MOHHTOPHHTa OOECIeYnuBaeT
HEBO3MOKHOCTh BHECEHHUS B HUX U3MCHCHHIA.

B ciydae BHeceHHWs] UW3MEHEHWH B  PETUCTPALMOHHOE  JIOChE
Ha JICKAPCTBEHHOE CPEJICTBO M, COOTBETCTBEHHO, B MIPOMBIIIJICHHBIH pEriaMeHT
WIA  PETJIAMEHTUPYIOIIHME  JIOKYMEHTBI ~ CYOBEKT  IMPOCIEKUBAEMOCTH
o0ecrieunBaeT BHECCHHE CBEICHUH B MHPOPMAIMOHHYIO CHCTEMY MOHUTOpPUHTA
B COOTBETCTBHUH C MOJIOKCHUSIMH HacTosimux [IpaBui.

53.B ciuywae ecnu 10 mepeaadyd B HHPOPMAIIMOHHYIO CHUCTEMY
MOHHUTOPUHTA CBEJICHUH O TIPHUEMKE HCXOJHBIX MaTepUaNOB CyOBEKTOM
MPOCIICKUBAEMOCTH (ygdacTHUKOM 000pOTa HCXOJHBIX  MaTEpPUAIIOB)
YCTaHOBJICHO, YTO YKa3aHHBIE B MEPEIaTOUYHBIX TOKYMEHTaX CBEJCHUS TPEOYIOT
UCTIPABIICHUS WIIH KOPPEKTUPOBKH:

a) CyOBEKT  TPOCICKMBAEMOCTH  (YYaCTHUK  000pOTa  HMCXOIHBIX
MaTepUaoB), OCYIIECTBUBIIHNIA OTIPY3Ky (Iepeaady) MCXOJHBIX MaTepHalIOB,
HampaBsieT  YHUBEPCATbHBIN KOPPEKTUPOBOYHBIN JOKYMEHT  WJIH
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UCIIPABJICHHBIA YHUBEPCAJIbHBIM TMEPEaTOYHbIA JOKYMEHT 00 YTOYHEHHH
CBelleHMH o 1mepenade (MPUEMKE) MCXOAHBIX MATEpPUANIOB, TOINUCAHHBIC
YCWJICHHBIMUA  3JIEKTPOHHBIMU  TMOJIMUCSAIMU OOCMMH CTOpPOHAMHU  CIEJIKH,
B MH(POPMAIIMOHHYIO CUCTEMY MOHHUTOpPHHIA Yepe3 oreparopa 3JEKTPOHHOTO
JTOKyMEHTO000pOTa;

0) oneparop MHGOPMAIIMOHHON CUCTEMbI MOHUTOPUHTA MOCIIE MOTYYSHUS
MOJIMUCAHHOTO YCWJICHHBIMU JJIEKTPOHHBIMU MOJMUCAMH OOEMMH CTOPOHAMHU
CHENIKM DJIEKTPOHHOTO JIOKyMEHTa 00 YyTOYHEHHUU CBEJIEHUU O T[epeaaye
(mpueMKe) HMCXOJHBIX MaTepuagoB OTpakaeT B WH(MOPMAIMOHHOW CHCTEME
MOHHUTOPHUHTA (PaKT Mepeaadynd UCXOHBIX MaTepPUaIOB OHOM CTOPOHOM CHENKH
JIpYrol CTOpPOHE CHEJIKH C Y4YeTOM CBEJEHUHM, COJIepKAIIUXCi B TaKOM

JIOKYMEHTE.
54.B ciuywae eciau 1mociae NPUEMKH  HUCXOJHBIX  MaTepuasoB
(IpOMeXyTOYHBIX POJIYKTOB, Hepac(pacoBaHHOM IPOYKIIUH,

(bapmaneBTUYECKON CyOCTaHIIMN), UMEIOIINX UACHTU(MUKAIIMOHHBINA KO/ CEPUH,
U Iepefadyd CBeJeHUH 00 3TOM B HH(MOPMALMOHHYIO CHCTEMY MOHHUTOPHHTA
CyOBEKThl MPOCIIEKUBAEMOCTH (YUACTHUKM OOOpPOTa HMCXOJHBIX MATEpPUAJIOB)
YCTAaHOBHJIM, YTO YKa3aHHBbIE B MEPENATOYHBIX JOKYMEHTAaX CBEJIEHUS TPEOYIOT
UCITPABJICHUS WJIH KOPPEKTUPOBKH:

a) CTOpOHA CJIEJIKU, OCYIIECTBUBIIAs OTTPY3Ky (Iepenaudy) HCXOIHBIX
MaTepuasoB, HAIPABISIET YHUBEPCAJIbHbIA KOPPEKTUPOBOUHBIA JTOKYMEHT WIIH
UCTIPABJIEHHBI YHHUBEpPCAJIbHBIA MEPEeNaTOUYHBIM JOKYMEHT 00 yTOYHEHHUH
CBelleHMH o 1mepeaade (IpUEMKE) HCXOAHOTO Marepuaia, TIOJIUCaHHbIe
YCWJICHHBIMUA  3JIEKTPOHHBIMU  TMOJIMUCSAIMU OOCMMH CTOpPOHAMHU  CIEJIKH,
B MH(POPMAIIMOHHYIO CUCTEMY MOHHUTOpPHHIA Yepe3 oreparopa 3JEKTPOHHOTO
JTOKyMEHTO000pOTa;

0) oneparop MHGOPMAIIMOHHON CUCTEMbI MOHUTOPUHTA MOCIIE MOTYYSHUS
MOJIMUCAHHOTO YCWJICHHBIMU JJIEKTPOHHBIMHU MOJMUCAMH OOEMMH CTOPOHAMHU
CHENIKM DJIEKTPOHHOTO JIOKyMEHTa 00 YyTOYHEHHWU CBEJIEHUW O T[epeaaye
(mpueMKe) HMCXOJHBIX MaTepuagoB OTpakaeT B WH(MOPMAIMOHHOW CHCTEME
MOHHUTOPHUHTA (PaKT Mepeaadynd UCXOHBIX MaTepPUaIOB OHOM CTOPOHOM CHENKH
IpPYroll CTOPOHE CHEJIKM C YYETOM CBEICHUH, COJAEpKAIIUXCA B TaKOM
TOKYMEHTE.

55. BHecenne B MH(POPMAIMOHHYIO CHUCTEMY MOHHMTOPUHIa M3MEHEHUH,
KacalIIUXCid paHee NPEIOCTaBICHHBIX B HWH(DOPMAIMOHHYIO CHCTEMY
MOHUTOPUHIA JOKYMEHTOB MPOWU3BOACTBA WJIM JOKYMEHTOB CIUCAHUS,
JNOMYCKaeTcsl TOJBKO B CIIyda€ OTCYTCTBHSI JIOKYMEHTa IPOU3BOJACTBA WIIH
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JOKyMEHTa CIHCAaHMS, MPEAYyCMAaTPUBAIOIIMX OCYUIECTBICHUE CIEIYIONIEH
OTepaluu.

Bhecenne B HH(OPMAIMOHHYIO CHCTEMY MOHUTOPUHIAa W3MEHEHUH,
KacalIIUXCid paHee NPEIOCTaBICHHBIX B HWH(DOPMAIMOHHYIO CHCTEMY
MOHHUTOPUHTA JIOKYMEHTOB IPOM3BOJCTBA WM JIOKYMEHTOB CIIHCaHMS,
B OTHOULIEHUU TOCIEIHEN MPEyCMOTPEHHON MaTepHabHbIM OallaHCOM CTaJHUU
TEXHOJIOTMYECKOr0  Ipollecca MPOU3BOACTBA  JIEKAPCTBEHHOTO  CPEACTBA
JIOTyCKAaeTCcsl TOJbKO B CIydyae OTCYTCTBUSL B  aBTOMAaTHU3WPOBAHHOM
uHpopmaimoHHon cucteme DenepanbHON chnyXObl MO HaI30py B cdepe
3/[paBOOXpaHeHus: MHGOPMAIMK O pa3MEIeHUH CBEJIEHUUA Tiepell BBOJOM
B TpaxJaHCKUW OOOpOT cepuM JEKapCTBEHHOIO CpEJICTBA W B cCllydae
OTCYTCTBUSI B CHUCTEME MOHUTOPHHIA JBW)XEHHS JIEKAPCTBEHHBIX IpErnapaToB
JUISE MEUIIMHCKOTO MPUMEHEHUs] HH(OpMallMKi B YacTH BBOJIa B I'PAXKJIAHCKHIA
000pOT CepUH JIEKAPCTBEHHOI'O CPECTBA.

56. ndopmanioHHas cCUCTEMa MOHUTOPUHIAa TOMUMO T'OCY1apCTBEHHbIX
UH(GOPMAIIMOHHBIX ~ CUCTEM,  yKa3aHHbIX B  nyHKTe 42  TlonoxkeHus

0 rocyapCTBEHHOU MH(POPMAIIIOHHON cUcTeMe MOHHUTOPHUHTA
3a 000pOTOM TOBApOB, MOJIEKAUIUX O00S3aTEIHHOM MApPKUPOBKE CPEJICTBAMHU
UACHTU(PUKALINH, YTBEP>KJIEHHOT'O MIOCTaHOBJIEHUEM [IpaBuTenbcTBa

Poccuiickoit ®enepaunn ot 26 anpenst 2019 r. Ne 515 "O cucreme MapKupoBKH
TOBApOB CPEJACTBAMU HUACHTU(DUKAIMK U IPOCICKUBAEMOCTH JBUKECHUS
TOBapoOB", B3aUMOJICHCTBYET CO CIEIYIOIIMMU UHPOPMAIIMOHHBIMU CHUCTEMaMHU
U peecTpamu:

a) peecTp JUIEH3WM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB
IUISl MEJULIMHCKOTO PUMEHEHNS,

0) aBTOMaTU3UpPOBAHHAA uH(pOpMaIMOHHAS cucrema OKa3aHus
rOCyJJapCTBEHHBIX ~ yCAYr B  DJJEKTPOHHOM  BuAe  MuHuHcTEepcTBa
MIPOMBIIINIEHHOCTH U TOproBiu Poccuiickon denepaiuu;

B) @enepanbHas rocyapCcTBeHHass HH(POPMaIIMOHHAsA CUCTeMa B 00J1acTU
BETEPUHAPUH;

T) €IUHBII  peecTp 3aperuCTpPUpPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB
EBpa3uiickoro 3K0OHOMHUYECKOT0 COI03a;

1) peecTp NPOMBIILIEHHON NPOAYKIUY;

) MHQOPMAlIMOHHBIE ~ CHCTEMBbl  CYOBEKTOB  MPOCIEHKHUBAEMOCTHU
(Y4acTHMKOB 000pOTa UCXOAHBIX MaTEPUAJIOB).

57.1lpy NOPOXOXKIECHUM TPOBEPOK, MPEAYCMOTPEHHBIX ITYHKTOM 47
HacTosiimux [lpaBuii, WH(pOpMAalMOHHAs CUCTEMAa MOHUTOPHUHIA HAMpaBIIIET
B aBTOMATU3UPOBAHHYIO MH(GOPMAIIIOHHYIO CUCTEMY OKa3aHus
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roCcy1apCTBEHHBIX yCIyT B 3JIEKTPOHHOM BHUJIC MuHucrepcTBa
MPOMBIIJIEHHOCTH M TOproBiu Poccuiickoit denepanuun CBEICHUS O CEpUSIX
JIGKApCTBEHHBIX  CPEACTB, BCE€ CTaJUM  TEXHOJIOTMYECKOr0  Ipoliecca
IIPOM3BOJICTBA KOTOPHIX HA OCHOBAHUM MPOBEPOK HMHGOPMAIIMOHHOW CHUCTEMBI
MOHUTOPHUHTA OCYILECTBICHBI Ha TEPPUTOPUM EBpazuiickoro 3KOHOMHUYECKOTO
COl03a, B IIENAX IMOCIHEAYIOMEero pa3MemeHuss Ha oQUIMaIbHOM CaiTe
MunuctepctBa B cetu "HMHTepHET" CBeIeHUH O Ccepusix JI€KapCTBEHHOIO
CpeacTBa.

B cnydae ecnmu B XoJe MOATBEPKACHUS WHOOPMAIIMOHHOM CHCTEMOM
MOHHUTOPHUHTA CTpaHbl MIPOUCXOXKJCHUS JIEKapCTBEHHOTO cpeacTna
U (aKTUYECKH OCYIIECTBISEMBIX CTaJUi TEXHOJOTHMYECKOTO Mpoliecca
POM3BOJICTBA JICKAPCTBEHHOTO Cpe/cTBa (BCEX CTAJMM TEXHOJOTHYECKOTO
nporecca  IMPOU3BOJCTBA  JIGKAPCTBEHHOIO  CPEJICTBA HA  TEPPUTOPUH
EBpazuiickoro  9KOHOMHYECKOTO  COI03a) Ha  OCHOBAaHMHM  BHECEHHBIX
B HH(POPMAIIMOHHYIO CHUCTEMY MOHHMTOPHUHIa CBEJCHUN WH()OPMAIIMOHHOM
CUCTEMOM MOHUTOPHHIA BBIABIISIOTCS OTKJIOHEHMs, WHpoOpMamus o cepusx
JIEKApPCTBEHHBIX CPEJICTB, HE MPOUIEAIINX TOJITBEPXKICHUE, OTOOpaKkaeTcs
B JJUYHOM KaOUHETe CyOBbeKTa MPOCIIC)KUBAEMOCTH.

58. U3 uHpOpMAIMOHHOW  CHUCTEMBl  MOHUTOPMHTAa B  IEJAX
NOATBEPKACHUA  CTpPaHbl  IMPOUCXOXKICHHUS  JIEKAPCTBEHHOIO  CPEJCTBA,
B OTHOIIGHHMH KOTOPOTO HMHGOPMAIIUOHHOW CHUCTEMOW MOHHUTOPHHIA
MOJATBEPXKJACHbl  (DAaKTHYECKUE  CTAaUU  TEXHOJOTMYECKOro  Ipoliiecca
MPOU3BOJCTBA JICKAPCTBEHHOI0 Mpenapara il MEIULIMHCKOTO MPUMEHEHHS,
B ABTOMATU3UPOBAHHYIO UH()OPMAIIMOHHY IO CUCTEMY OKa3aHus
rOCYJIapCTBEHHBIX YCIYT B AJIEKTPOHHOM BUAE MUHHUCTEPCTBA MPOMBIIIUIEHHOCTH
u TtoproBiau  Poccuiickori ~ @Denepauru  NPENOCTABIAKOTCA  CBEICHHUS,
npeaycMOTpeHHbIE TyHKTOM 12 npunoxkenus Ne 1 k HactosiuMm [IpaBuiiam.

59. Pa3sMmenienue Ha ohuIIHATIBHOM cauTe MuHucrepcTa
MPOMBIIJIEHHOCTH W TOproBiu Poccuiickoit denepaunu B cetu "HHTepHeT"
CBEJICHUM O CEpUU JIEKAPCTBEHHOTO CPEJACTBA, BCE CTaJUM IPOU3BOJCTBA
KOTOPOTI'O0 OCYIIECTBJIECHbl Ha TeppUTOpUU EBpa3uiickoro 3KOHOMHUYECKOIO
cor3a U TOATBEPXKJACHbI HWHOOPMAIIMOHHOM CHUCTEMOW MOHHUTOPHHTA,
OCYIIECTBJISIETCSI HAa OCHOBAaHMM YCIICIIHOTO MPOXOXKIAEHUS IPOBEPOK,
peyCMOTPEHHBIX MyHKTOM 47 HacTosimux [IpaBui.




[MTPUJIOXXEHUE Ne 1

K [IpaBuinam 100pOBOTBHOTO IPEIOCTABIICHUS
B TOCYJapCTBEHHYIO MH(OPMAIIMOHHYIO
CUCTEMY MOHUTOPHHIA 32 000OPOTOM TOBAPOB,
MOJIeKAIINX 00s13aTeIbHON MApKUPOBKE
CpelcTBaMH HeHTU(PUKALKU, UH(OpMAIUHY,
ee 00pabOTKH U MPUMEHEHHUS B 1IEJISIX
MOATBEPKACHUS CTPAHBI TPOUCXOKIACHHUS
JIEKApCTBEHHBIX MPENapaToB M1 MEAUIIUHCKOTO
NPUMEHEHHUs, TIOJIeKaINX 00s3aTeIbHOM
MapKUPOBKE CPEACTBAMU UACHTU(DUKAITUU

CBEJAEHMUIA,

nepeaaBaemMblie U3 rocyAapCTBEHHbIX HH(POPMALMOHHBIX CHCTEM
(enepanbHBIX OPraHOB UCIOJHUTEIbHON BJIACTH, HHBIX
HH(OPMAIMOHHBIX CUCTEM B FOCYAAPCTBEHHYI0 HH()OPMALIMOHHY IO
CHCTEMY MOHUTOPHMHIA 32 000POTOM TOBAPOB, MOJJIEKALIUX 005132TEILHOMI
MAapPKHPOBKeE CPeICTBAMHU WICHTU(PUKALNH, A TAKAKE U3 TOCYIAPCTBEHHOM
UH(GOPMALMOHHOM CHUCTEMbI MOHUTOPHUHIA 32 000POTOM TOBApPOB,
MOAJIe:KAIMX 00513aTeJIbHOM MAPKUPOBKE CPeACTBAMM HACHTUQUKAIUH,
B roCcyJAapcTBeHHbIe HH(POPpMAHOHHBIE cUCTEeMbI (heaepaibHbIX OPraHoOB
HCTIOJTHUTEIbHOM BJIACTH, HHbIe HHPOPMAIIMOHHBIE CHCTEMbI

1. U3 peectpa nHIEH3UM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEJICTB
JUIST  MEAWIIMHCKOTO TMPUMEHEHHUs JUIs Iesie  mepenadu  uHGOpMaIuu
O JIMLEH3USAX HA IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB JJII MEIUIHUHCKOTO
IPUMEHEHUSL IIPOU3BOAUTEISL JICKAPCTBEHHBIX CPEACTB IS MEIULMHCKOTO
IPUMEHEHUS, SBISIIOLIETOCS  OpraHM3alMed, NPU3HABAEMOM  HAJIONOBBIM
pesunenToM Poccuiickoit denepaiinu, B TOCYAapCTBEHHYIO MH(DOPMAIITMOHHYIO
CHUCTEMY MOHHTOPHHTAa 3a 00OpPOTOM TOBapoOB, MOJJICKAIMUX O00s3aTEIHHOM
MapKUpOBKE CpeJACTBaMU  HJeHTU(HKAIMU  (Jajiee  COOTBETCTBEHHO -
JIEKapCTBEHHbIE  CpENCTBA, HWH(MOpPMAIMOHHAS CHUCTEMa MOHHUTOPHUHTA),
IIEPENAOTCS CIEAYIOLIUE CBEICHUS:

a) UICHTU(DUKAITMOHHBIM HOMEpP HAJIOTOIUIATEbIINKA TPOU3BOIUTEIS
JIEKaPCTBEHHBIX CPEJCTB;



0) OCHOBHOM rocyapCTBEHHBIN pErucTpaliOHHBIN HOMEp
MIPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEJICTB;

B) HAUMEHOBAHUE MTPOU3BOAUTEIIS JIEKAPCTBEHHBIX CPEJICTB;

I') HOMEP JINLIEH3UY;

1) 1aTa BblAA4YM JTULEH3HH;

€) cTaTyC IeUCTBUS JIUIICH3UH,

) JlaTa U3BMEHEHUS CTaTyca JeHUCTBUS JTULEH3HH;

3) apec MecTa OCYIIECTBICHHUS JEATENbHOCTH COTJAaCHO JIMLEH3UH
(rmoGanbHBIN YHUKATBHBIA HIEHTU(DUKATOP aIpecHOTO 00BeKTa B (penepanbHOi
MH()OPMATMOHHON aJIpeCHON CUCTEME U OITMCAHUE aIPECHOTO OOBEKTA);

1) nepeyeHb padboT U yCIyT, IPe1yCMOTPEHHBIX JIMLEH3UEH;

K) IEpEUYEHb JIEKAPCTBEHHBIX (OpPM, MPEAYCMOTPEHHBIX JIHIEH3UEH
(Tpu HANTMYUM);

J) JOTIOTHUTEIHHOE OMHCaHue padoT (ycuyr).

2. 3 cucrteMbl MOHUTOpPWHIA ABWKEHUS JIEKAPCTBEHHBIX NPENapaToB
UL MEOUUMHCKOTO TMPUMEHEHHs B LENSIX NOATBEPKIACHUS  CTPaHbI
MIPOUCXO0XKJIEHHS JIEKAPCTBEHHOI'O Mpenapara Juisi MEIUIMHCKOTO MPUMEHEHUS
B HH(QOPMAIIMOHHYI0 CHCTEMY MOHHUTOPWHTA MO 3ampocy WHGOPMalUOHHON
CUCTEMbI MOHUTOPHHIA NTEPEAAOTCS CIEAYIOIINE CBEICHUS:

a) KOJIMYECTBO  TOPIOBBIX  E€QUHULl  JIEKAPCTBEHHBIX  MPENapaToB
UL MEIUWUMHCKOTO TPUMEHEHHUS, CBEIEHUS O KOTOPBIX MPEAOCTABICHBI
CcyOBbeKTaMu OOpalieHus] JEKapCTBEHHBIX CPEACTB B CHUCTEMY MOHHUTOPHHTA
IBUKEHUSI JIEKAPCTBEHHBIX IMPEnaparoB JUisl MEIULIHMHCKOTO MNPUMEHEHUS
Ipyu BBOJAE B O0OpPOT JIEKAPCTBEHHBIX IMpenaparoB s MEIULMHCKOTO
IIPUMEHEHUS B COOTBETCTBHM C MyHKTOM | mpunoxkenus Ne 3 x Ilomoxxennro
O CHCTEME MOHMTOPMHIA  JIBDKEHMSI  JIKAPCTBEHHBIX  IpEnapaToB
UL MEOUUUHCKOIO  NPUMEHEHHS,  YTBEPXKICHHOMY  ITOCTaHOBJICHHEM
[IpaButenscTBa Poccuiickoii ®enepaunu ot 14 nexabps 2018 r. Ne 1556
"O6 yrBepxaeHun [lonmokeHWs O CHUCTEME MOHHTOPUHTA JIBWIKEHUS
JIEKapCTBEHHBIX MPENapaToB IJIs1 MEIUIUHCKOTO IPUMEHEHUA";

0) mata COBEpIICHUS ONEpallid B OTHOIIEHWHU TOPTOBBIX €IUHMUI]
JEKapCTBEHHBIX MpEnapaToB i MEIULUMUHCKOTO TPUMEHEHHMs, CBEIACHUS
0 KOTOPBIX MPEIOCTaBICHBI CyOBEKTaMU OOpAIEHUs JIEKAPCTBEHHBIX CPEICTB
B CHCTEMY MOHUTOPWMHIa  JBWXKEHUS  JIEKAPCTBEHHBIX  IPENapaToB
IS MEIWLMHCKOTO TPUMEHEHHs TpH BBOAE B 00OpPOT JIEKAPCTBEHHBIX
[IpenaparoB s MEAMIMHCKOTO NPUMEHEHHS B COOTBETCTBHM C ITYHKTOM 1l
npunoxkenuss Ne3 x IlomoxeHnro o0 cucreMe MOHUTOPUHIA JBHKECHUS
JIEKapCTBEHHBIX MpenapaTroB JUTSI MEIUIUHCKOTO IPUMEHEHUS,



YTBEp)KIAECHHOMY TniocTaHOBIeHHEeM IIpaBurensctBa Poccuiickont denepanumn
ot 14 nexabpst 2018 . Ne 1556 "OO6 yrBepknennn IlonoxkeHus o cucrteme
MOHUTOpPUHIA JIBM)KEHHS JIEKAPCTBEHHBIX NpenaparoB I MEIULMHCKOTO
IIPUMEHEHUA " ;

B) KOJINUECTBO BTOPHUYHBIX (mOTpeOUTENbCKHUX ) YIIAKOBOK
JIEKapCTBEHHOI'O Ipenapara JUisi MEJIUIMHCKOr0 MPUMEHEHHS WM NEePBUYHBIX
YIOAKOBOK JIEKAPCTBEHHOI'O IMpernaparta Jid MEIULUUHCKOTO MNpPUMEHEHUS
(B cilyqae MAapKUpPOBKHM IEpPBHYHBIX YINAKOBOK JIEKAPCTBEHHOI'O IIpenapara
T MEAWIIMHCKOTO TMPHUMEHEHUS CPEICTBaMU HACHTHU(UKAINK), BBOJAUMOTO
B IPAKJAHCKHUI 000pOT;

') PEKBU3UTHI 3alMCH O JIEKAPCTBEHHOM Ipenapare i MEAUIMHCKOIO
NPUMEHEHUs, BBOJUMOM B TPAXKIAHCKHA O0OpPOT, B aBTOMATHU3UPOBAHHOM
nHopmarmoHHoi cucteme DemepasbHON CIIyKObBI 1O Ham30py B cdepe
3/IpaBOOXPAHEHUS;

1) HOMep paspemieHus DenepalbHON CIy»)OBI O HAI30py B cdepe
3IpaBOOXpaHEHUST HA BBOJ B TPaXIaHCKUH 000poT (B cllydae BBOJIa B
IpaKJaHCKUI 000POT HMMYHOOHOJIOTHUECKOTO JIEKAPCTBEHHOTO Ipernapara).

3. 3 e1nHOTO TOCYy1apCTBEHHOTO PEECTpa IOPUINYECKUAX JUIl U €IUHOTO
rocyJapCTBEHHOTO peecTpa WHIUBUY AJIbHBIX npeAnpuHUMaTeNnei
COOTBETCTBEHHO B  LENAX MOATBEPXKIACHUS JOCTOBEPHOCTH  CBEACHUI
O TOCYJIapCTBEHHON peructpanud CyObEKTOB MPOCICKUBAEMOCTH  WIHU
YYaCTHUKOB 00OpOTa HMCXOJHBIX MaTEpPHAJIOB, SIBISAIOIIMXCS OpraHU3alUsIMU
WU UHIUBUAYAJbHBIMU MPEANPUHUMATEISIMUA, TPU3HABAEMBIMU HAJIOTOBBIMU
pesugentamu  Poccuiickoit  @enepanmu, B HHPOPMAIMOHHYIO CHCTEMY
MOHUTOPHUHIA NEPEIAIOTCS CIECTYIOUINE CBEACHUS:

a) MACHTU(QUKAIIMOHHBI ~ HOMEp  HAJOTOIUIaTeNbIIMKa  CyOBEeKTa
MIPOCIICKNBAEMOCTH WM YYaCTHHKA 000pOTa MCXOIHBIX MAaTEPHUAJIOB;

0) KOJ1 HAJIOTOBOTO OpPTraHa;

B) KOJ cTaTtyca FOPUIUYECKOTO auna (MHIMBUYaJIbHOTO
MpEeANPUHUMATENS);

I') HHUMEHOBAaHUE CYOBEKTa MPOCIEKUBAEMOCTH (ydyacTHHMKAa 000poTa
HCXOJHBIX MAaT€pUAJIOB);

1) cTaTyc 3aMKCcH 0 perucrpanuu FOPUIUYECKOTO auna
(MHAMBUIYaTILHOTO MPEIIPUHUMATES);

€) CBEICHMS 0 PYKOBOJIUTETIE OPUIUYECKOTO auna
WM 00 MHAUBUIYAJIBHOM IIPEANPUHUMATETIE.

4. I3 TOCymapCTBEHHOTO peecTpa aKKPCIWTOBAHHBIX  (PUIIHAJIOB,
MPEACTABUTENIBCTB MHOCTPAHHBIX IOPUANYECKUX JHUI B LEJIAX MOATBEPKIACHUS



JIOCTOBEPHOCTH CBEJACHUN O peructpanuu ¢uiauaia Wi MpPeICTaBUTENbCTBA
WHOCTPAHHBIX IOPUAWYECKUX JIMII, SBISIOMIUXCS HAJIOTOBBIMH DPE3UACHTAMU
rocyJ1apCcTB - YJIEHOB EBpaswuiickoro SKOHOMMYECKOTO coro3a
U OCYIIECTBIISIFOIIMX TOPrOBYIO JESATEIBHOCTh, CBA3aHHYIO C MPHOOPETECHHEM
M TpoJaXe  MCXOAHBIX  MaTepUaloOB, OJHOBPEMEHHO  SIBISIOIIMXCS
NPOM3BOIUTENSAIMA  JICKAPCTBEHHBIX  CPEACTB M OCYIIECTBIISIONINX
WCIIONb30BaHME HCXOJHBIX MaTEpHUajJOB TpPHU TMPOHM3BOJACTBE JIEKAPCTBEHHBIX
cpeacts (mainee - QuiIManbl  WIM - NPEICTAaBUTEIBCTBA HWHOCTPAHHOTO
IOPUIMYECKOTO JINIIA), B HHPOPMAITMOHHYIO CUCTEMY MOHUTOPHHTA TIEPEIat0OTCs
CJIEIyIOLME CBEACHUS:

a) MACHTU(UKAIIMOHHBII ~ HOMEp  HaJjoromjaTeNnblIuKka  Quinaia
WM TIPEICTaBUTENHCTBA MHOCTPAHHOTO FOPUINIECKOTO JIUIIA,;

0) koA HaJOroBOrO OpraHa ydera (uianana WIA MPeICTaBUTEIbCTBA
MHOCTPAaHHOT'O FOPUINYECKOTO JINIIA;

B) HANMEHOBaHWE (uianana WIM TPEACTAaBUTENCTBA HHOCTPAHHOTO
FOPUIUYECKOTO JINIIA;

') HOMEp 3anucu 00 aKKpEeAUTALINH;

1) CBeJIeHUSI 00 MHOCTPAHHOM FOPHUINIECKOM JIHIIC;

€) KOJI COCTOSIHUS aKKpEIUTallUu;

) CBEJICHUSI O pyKOBoAWTene ¢uinaia WM TPeJCTaBUTEIbCTBA
MHOCTPAHHOT'O FOPUINYECKOTO JIUIIA.

5. I3 aBTOMaTM3upoOBaHHOW HH(pOpManMOHHONW cucteMbl DenepanbHOMA
ciy’)kObl O HaA30py B cdepe 3ApaBOOXpAHEHHUS B IIENAX MOATBEPXKICHUS
JOCTOBEPHOCTH CBEJICHHWI Tiepea BBOJAOM (papMameBTHYECKOW CyOCTaHITIH
B TpaxJaHCKuii 000poT B HH(POPMAIMOHHYIO CHCTEMY MOHHTOPHHTA
MPEACTABIISIFOTCS CIEAYIOIINE CBEICHUS:

a) MACHTU(QUKAIIMOHHBI ~ HOMEp  HAJOTOIUIaTeNbIIMKa  CyOBEeKTa
oOparieHus JIeKapCTBEHHBIX CPEJICTB;

0) HauMEHOBaHHE CyObEeKTa OOpaIIeHHs JIEKAPCTBEHHBIX CPENICTB;

B) HOMEP PEECTPOBOM 3allMCH JIEKAPCTBEHHOTO CPEJICTBA, BBOJUMOIO
B IPAXKJAHCKHI 000pPOT, B TOCYITAPCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPECTB;

r) JaTta peecTpoBoi 3aMMCcH JIEKapCTBEHHOI'O cpencTBa
B FOCYJapCTBEHHOM PEECTpPE JIEKAPCTBEHHBIX CPEJICTB;

J1) TOProBO€ HaMMEHOBaHUe (MTPU HAJTUYUN);

€) MEXAYHAPOHOE HEMAaTEHTOBAaHHOE HAMMEHOBaHUE (TTPU HATUYUN);

) ONKCAaHUE MEPBUYHOMN YIIaKOBKHU (TIpH HATTMYMH);

3) (opMa BrITycKa (TIpY HATHYKH);

1) 103UPOBKA (MIPU HATTUYUH);



K) HOMEp  TNPOM3BOJCTBEHHOM CEpPUM  JIEKQPCTBEHHOTO  CPEJICTBA,
BBOJIMMOTO B IpakJIaHCKUI1 000POT;

J) KOMYeCTBO (00BEM CepuH) JIEKapCTBEHHOTO CPENICTBA, BBOJAMMOTO
B IPAKJAHCKHUI 000pOT;

M) eIMHMIIAa U3MEpPEHUs1 00bEMa CepuH;

H) BHYyTPEHHU WACHTHU(PUKATOP 3alMCH O JIEKAPCTBEHHOM CpEJICTBE
mepel  BBOAOM B TPaXIAHCKUH  O0OpOT B aBTOMAaTU3UPOBAHHOU
nHopmarmoHHoi cucteme DemepasbHON CIIyKObBI 1O Ham30py B cdepe
3/IpaBOOXPAHEHUS;

0) JaTa PEerucTpaluyu 3alUcu O JIEKapCTBEHHOM CPEICTBE IEpel] BBOIOM
B TpaXITAaHCKUI OOOpOT B aBTOMATH3MPOBAaHHOW WH(OPMAIMOHHOW cHCTEME
denepanbHON CITyXOBI IO HA30PY B cepe 3ApaBOOXPAHCHUS;

1) CTpPaHa-IPOU3BOANTEID;

pP) UIEHTU(DUKAIMOHHBI HOMEpP HAJOTOIUIaTeNbIIMKa TPOU3BOAUTEIS
JIEKapCTBEHHOT'O CPeJICTBA (MPU HAIUYUN);

C) HAMMEHOBAaHUE MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB.

6. I3 aBTOMaTH3MpPOBaHHON HHQPOPMAIMOHHOHN cucTeMbl dDenepanbHON
ciy’)kObl O HaA30py B cdepe 3ApaBOOXpAHEHHUS B IIENAX MOATBEPXKICHUS
JOCTOBEPHOCTH CBEACHWN O (hapMareBTHUECKOW CyOCTAaHIIMM, BXOJSIICH
B COCTaB JIEKAPCTBEHHOI'O IIpenapara s MEIMUUHCKOTO MpPUMEHEHUS,
nepes BBOAOM B TPaXTaHCKHM 0OOPOT B CHCTEMY MOHHTOPHMHTA TEpPEIaroTCs
CJIEIyIOLME CBEACHUS:

a) MACHTU(QUKAIIMOHHBI ~ HOMEp  HAJOTOIUIaTeNbIIMKa  CyOBEeKTa
oOparieHus JIeKapCTBEHHBIX CPEJICTB;

0) HauMEHOBaHHE CyObEeKTa OOpaIIeHHs JIEKAPCTBEHHBIX CPENICTB;

B) NIOOANbHBIA  UJIEHTU(UKAIMOHHBIA HOMEpP TOPTOBOM  €IWHUIIBI
JEKapCTBEHHOI0 Ipenapara s MEIWUUHCKOTO NPUMEHEHHs, BBOJUMOTO
B IPAXKJIAHCKHUI 000pOT;

r) HOMEp TPOM3BOJCTBEHHOW CEpUM  JIEKQPCTBEHHOrO0 Ipernapara
I MEAUIIMHCKOTO IPUMEHEHHSI, BBOJUMOTO B TPKIAHCKUIN 000pOT;

1) KOJTUYECTBO BTOPUYHBIX (MOTPEOUTEITBCKUX ) YIIAKOBOK
JIEKapCTBEHHOI'O Ipenapara JUisi MEJIUIMHCKOr0 MPUMEHEHHS WM NEePBUYHBIX
YIOAKOBOK JIEKAPCTBEHHOI'O IMpernaparta Jid MEIULUUHCKOTO MNpPUMEHEHUS
(B coydyae MapKUpPOBKHM MEPBUYHBIX YIAKOBOK JIEKAPCTBEHHOT'O Ipernapara Jyis
MEAWIIMHCKOTO  TIPUMEHEHUS CpPEACTBAMHM  HMACHTU(UKAINK), CBEICHUS
O KOTOPBIX pa3MEIICHbl B aBTOMAaTU3MPOBAHHOW WH(OPMAIMOHHOW CHCTEME
®denepanbHOIl cyKObI 110 HaA30py B cepe 3paBOOXpaHEHUs! MEPE]T BBOJIOM
B IPAKJIAHCKHUI 000pOT;



€) PEKBU3UTHI 3alMCH O JICKAPCTBEHHOM IIpenapare s MEIULMHCKOTO
MPUMEHEHUsI TEpe]l BBOJOM B TPaKJAHCKUM 00OpPOT B aBTOMATHU3WPOBAHHOM
nHopmarmoHHoi cucteme DemepasbHON CIIyKObBI 1O Ham30py B cdepe
3/IpaBOOXPAHEHUS;

) 1aTa  PETUCTpAallMM  CBEIEHWA O JIGKapCTBEHHOM  IIpemnapare
IUIST. MEIULMHCKOTO MPUMEHEHHS B aBTOMATU3UPOBAHHON HMH(OPMALIMOHHOMN
cucteme @enepanbHO CcaykObl MO HaA30py B cdepe 3ApaBOOXPAHECHHUS
repes; BBOJIOM B rpaXkAaHCKHI 000poT;

3) TOPrOBO€ HAMMEHOBAHKE JICKAPCTBEHHOTO CPeACTBa (ITPU HATUYUN);

1) MEXIYHApOJHOE HEMATEHTOBAHHOE HAMMEHOBAaHUE JIEKaPCTBEHHOIO
cpeacTBa (Ipu HAJTUYUH);

K) CTpaHa - IPOU3BOAUTEIb JIEKAPCTBEHHOI'O CPECTBA;

J1) HAMMEHOBaHUE MPOU3BOJINUTENS JIEKAPCTBEHHOT'O CPEJICTBA;

M) HOMEp MPOU3BOJCTBEHHON CEPUU JIEKAPCTBEHHOI'O CPEJICTBA B COCTABE
JEKapCTBEHHOI0 Ipenapara s MEIWUUHCKOTO NPUMEHEHHs, BBOJUMOTO
B IPAKJAHCKHI 000pOT.

7.3 EpuHoll aBTOMAaTU3UPOBAHHONW HMH(POPMAIIMOHHON  CHCTEMBI
TaMOKEHHBIX OPTaHOB B MH()OPMALIMOHHYIO CHCTEMY MOHUTOPHHTA TIEPeIatoTCs
CJIeIyIOIME CBEEHUS O BBO3UMBIX (BBE3€HHBIX) B Poccuiickyro dexnepanuio u
MOMEMICHHBIX 0] TaMO>KEHHbIE TMPOLEAYPhl BBIMYCKa J[UIsI BHYTPEHHETO
noTpeOICHUS WM PEUMITOPTA UCXOJHBIX MaTepHaliax:

a) pEruCTPallMOHHBII HOMEpP U JaTa PErucTpaluy JeKJapaliuy Ha TOBaphI;

0) MOpsIAKOBBIM HOMEP (MOPSIAKOBBIE HOMEPA) TOBAPOB;

B) KOJ TAMOKEHHOM IIPOLETYPHI;

I') HAUMEHOBAHHME OPTraHU3aUU-OTIIPABUTEIS;

1) KOJI CTpaHbl OTIPABUTEIIS;

€) WACHTH(PUKAITMOHHBII HOMEP HaJOTOIJIaTeIbITINKA TIOTyJaTes;

) UICHTU(PUKALUOHHBIII HOMEpP HAJIOTOIIATENbIINKA U KOJ MPUYUHBI
MTOCTAaHOBKH Ha y4eT (IpH HAJIMYMK) JIEKJIapaHTa UCXOJHBIX MaTEpPHAJIOB;

3) HOMEp M JaTra peecTPOBOM 3alMCU  JIEKAPCTBEHHOI'O CPEICTBA
B TOCY/IapCTBEHHOM pEecTpe JIEKapCTBEHHBIX CPeACTB (A1 (hapMarieBTUIECKIX
cyOcTaHImi);

u) kox eauHoil ToBapHOW HOMEHKJIATYphl BHEIIHE3KOHOMHYECKOU
nesTenbHOoCTH EBpasuilckoro 3KOHOMUYECKOTO COK03a;

K) HAMMEHOBAaHHE, a TaKKe CBEIEHHS O KaueCTBEHHOM COCTaBe
JEKIAPUPYyEMOT0 UCXOHOTO MaTepHaa;

) KOJIMYECTBO UCXOIHBIX MaTepHualioB B JOTIOJTHUTEIBHBIX
eAVHUIAX U3MEPEHMUS;



M) KOJ JTIONOJHUTEIBHON €IMHUIIBI U3MEPEHNUS;

H) KOJI CTpaHbl MPOUCXOXKIEHUSI B COOTBETCTBUU C OOIIepoccuiickum
KJIACCU(PUKATOPOM CTPAH MHPA;

0) IIeHa UCXOHBIX MaTepuanoB ((pakTypHas CTOUMOCTD);

1) KOJI BaJIOTHI IICHBI;

pP) TaMOXEHHasi CTOMMOCTb;

C) CTaTUCTUYECKast CTOMMOCTb;

T) KOA  OPUHATOTO  pEIIeHHsT IO  TOBapy B  COOTBETCTBHUH
C KJaccu(pUKaTOPOM pelIEHUH, IPUHUMAEMBIX TAMOKEHHBIM OPTaHOM;

y) JlaTa ¥ BpeMsl IPUHSATOTO PEIICHUS;

() yHHUBEpCaNbHbI HICHTU(PUKALIUOHHBII HOMEpP XMMHUYECKHX BEILIECTB,
(CAS nOMEp) ISl TeKapCTBEHHBIX CPEACTB, XUMHUYECKHUX BEIIECTB, PEAKTHUBOB,
OMOJOTUYECKUX BEMIECTB (TIPU HATTUYVH ),

X) HOMEp IPOU3BOJICTBEHHOW CEPUU;

1) 00beM (Bec HETTO, Bec OpyTTo) cepum (MapTUH), B TOM YHCIIC
0  KOHKPETHOMY  YHUBEPCAIBHOMY  HACHTU(PUKALMOHHOMY  HOMEpY
xumuueckux Bemiects (CAS HoMmepy);

4) UACHTU(DUKAIMOHHBIA KOJI UCXOJHOTO MaTepuarna.

8. U3 depepasibHOM roCcyAapCTBEHHOW HWHQPOPMAIIMOHHON CHUCTEMBI
B 00JIaCTW BETEpUHAPUM B MEJIAX MOHUTOPUHIAa HCXOJIHBIX MAaTEpHUATIOB
KUBOTHOTO TIPOMCXOXKJIEHUS B WH(POPMALMOHHYIO CHCTEMY MOHHTOPHHTA
MEPENAOTCS CIEAYIOIINE CBEICHUS:

a) HAMMEHOBAaHUE MCXOJHOIO0 MaTepuala MXUBOTHOTO IPOUCXOKICHUS
(BUI IPOIYKITUN);

0) ri100aNbHBINA UACHTU(UKATOP BUAA TPOAYKIUY;

B) HIEHTU(UKATOP BETEPHUHAPHOTO COMPOBOAUTEIHLHOTO JOKYMEHTA;

I') CTaTyC BETEPHUHAPHOTO COMPOBOAUTEIBHOIO TOKYMEHTA;

J1) HAUMEHOBaHUE OTIIPABUTEIIS;

€) HAMMEHOBAaHHUE MOJTy4YaTes;

) UACHTU(PUKAIIMOHHBIM HOMEP HAJIOTOTUIATEIIbIINKA MTOTyYaTels;

3) 00BEM MAPTUHU UCXOIHOTO MaTepHalia )KHUBOTHOTO MPOUCXOXKICHUS;

W) eIUHUIIBI  U3MEpeHHss o0beMa TMapTUM HKCXOJHOTO  Marepuana
KUBOTHOT'O MPOUCXOKICHUS;

K) JaTa OKOHYaHUs CPOKa TOJHOCTH MPOAYKIIHMH.

9. 3 enuHO# TOCynapcTBEHHOW HH(DOPMAIIMOHHOW CHCTEMBI B cdepe
3paBOOXpAaHEHUs B LEIAX MOATBEPKIACHUS JIOCTOBEPHOCTH  CBEACHUI
0 (apmaneBTHUECKMX CyOCTaHIUSAX, TPOUZBEACHHBIX [UISI  peaju3aluu
M BKJIIOYEHHBIX B TOCYJAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEICTB,



B NH(POPMALIMOHHYIO CUCTEMY MOHUTOPHUHTA MEPEAAOTCA CAEAYIOIINE CBEACHUS
0 JIEKAPCTBEHHOM CPEJICTBE:

a) HAaMMEHOBaHWe (papManeBTHUECKOW CyOcTaHMu (MEXITYHApPOIHOE
HEMaTEHTOBAaHHOE, WM TPYNIUPOBOYHOE, WM XHUMHYECKOE M TOPIroBOE
HauMEHOBaHUsl), (popMa BBHITyCKa (C yKa3aHHEM JO3UPOBKH (MIPU HAJTUYUN),
($hacoBKM ¥ YIIaKOBKH);

0) HaMMEHOBaHHE, azapec POU3BOAUTENS dbapmaneBTHIECKOM
cyOCcTaHmmM, a Takke B  OTHOIIGHWH  JICKAPCTBEHHBIX  CPEICTB
JUISI METULUHCKOTO MPUMEHEHUS - CBEIEHUS O PEruCTpaluu MPOU3BOJIUTENSA
bapmaneBTHUECKON CyOCTaHIIMM B KadecTBE HAJOTOIIATENbIINKA B CTpaHe
peructpanmuu (Vi1 POCCUUCKHUX IOPUAMYECKUX JIUIl - HACHTU(UKAITMOHHBIA
HOMEpP HAJIOrOIUIATENbIIUKA, UIsI MHOCTPAHHBIX HOPUAMYECKUX JHUI - CTpaHa
perucTpanry, HaMMEHOBAaHHWE PErMCTPUPYIOLIET0 OpraHa, pPEerucTPALlMOHHBIN
HOMEp, KOJI HAJOrOIUIaTENbIIMKa B CTpaHE pPErucTpanuu (MHKOPHOpaIlun)
WJIA €T0 aHaJIorT);

B) CPOK TOJIHOCTH (papMaleBTUYECKOM CyOCTaHIIUN;

r) HoMep (papMakomeHoW cTaThu JIMOO B CIydae €€ OTCYTCTBUS HOMEpP
HOPMATHBHOM TOKYMEHTAllMX WM HOPMATUBHOI'O JOKYMEHTA;

1) 1aTa BKIOYEHUS (papMarieBTHIeCKOW CyOCTaHIIMU B TOCYIapCTBEHHBIN
peecTp JEKAPCTBEHHBIX CPEICTB, JaTa BHECEHUS W3MEHEHHU B JIOKYMEHTHI
(dapmareBTHUeCKOW CyOCTaHIMM, JaTa WCKIIOYeHUs (apMameBTHICCKOM
CyOCTaHIINH U3 TOCYAAPCTBEHHOTO PEECTpa JIEKapCTBEHHBIX CPEJICTB.

10. I3 aBTOMAaTW3MpOBAHHOW HWH(DPOPMALMOHHOM CHCTEMBl OKa3aHUs
rOCyJapCTBEHHBIX  YCIYr B D3JEKTPOHHOM  BHJIe  MwuHUCTEpCTBa
IIPOMBIIUICHHOCTH W TOproBiau Poccuiickoir Penepauuy B LENSIX Iepenayu
CBEJCHMI O TIPHHITOM pEUICHHH O BbiAaue (00 OTKaze B BhIIaye) JOKYMEHTa
O CTaausAX MPOU3BOJICTBA, BhIAaBaeMOro MUHHCTEPCTBOM, B HH(POPMAITIOHHYIO
CUCTEMY MOHUTOPHHIA MIEPEAAOTCS CIEAYIOIINE CBEICHUS:

a) YHUKAJIbHBIN UICHTU(UKAIIMOHHBIA HOMEP TPOEKTa;

0) uAeHTU(UKAIIMOHHBI HOMEpP HAJOTOIUIATEeNbIINKA FOPUIAYECKOTO
JuIa (3asiBUTEIN);

B) OCHOBHOM I'OCYJIapCTBEHHBII PErUCTPAlMOHHBIA HOMEP IOPUIAYECKOTO
JuIa (3asiBUTEIN);

r) HOMep TenedoHa 3assBUTES,

1) aApec SIEKTPOHHOU MOYTHI 3asIBUTES;

€) PEKBU3HTHI uaeHTu(pUKaTopa B ABTOMAaTU3HPOBAHHOM
MH()OPMAITMOHHOW CHCTEME OKa3aHUs TOCYAapCTBEHHBIX YCIYT B 3JIEKTPOHHOM
BUAe MUHUCTEpPCTBA MPOMBILIJIEHHOCTH U TOproBiu Poccuiickon @enepanuu;



) PEKBU3UTBl HOMEpa 3asBICHHUS B (eAepalbHONl TOCyAapCTBEHHOU
MH(}OpMAMOHHOM CUCTEME "EnuHb1i rnoprai roCyAapCTBEHHBIX
¥ MYHULUMNATBHBIX YCIyT (QyHKINN)";

3) CTaTyC pacCMOTPEHUS 3asBJICHUS;

1) HOMEp JOKYMEHTA O CTaJAMsIX MPOU3BOCTBA;

K) JaTa BbIJIayy JJOKYMEHTA O CTaJHUsIX IPOU3BOJCTBA;

1) laTa OKOHYAHMSI IEUCTBUS TOKYMEHTA O CTaIUAX IIPOU3BO/ICTBA;

M) HOMEp TNpHKaza MuHUCTEPCTBA MNPOMBIIIIEHHOCTH W TOPTOBIH
Poccuiickon @enepamnuu o0 Bblj1aue JOKyMEHTa O CTaAUAX IMPOU3BOJICTBA;

H) 1ata TnpHuKa3a MUHHCTEPCTBA MPOMBIINIIEHHOCTH W TOPTOBIH
Poccuiickon @enepamnuu o0 Bblj1aue JOKyMEHTa O CTaAUAX IMPOU3BOJICTBA;

0) CPOK JIEMCTBUS JOKYMEHTA O CTaIUSIX TPOU3BOJICTBA;

1) HOMEp JIMIIEH3UM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX  CPEICTB
(Tpu HANTMYUM);

p) laTa BBIJAYM JMUEH3MM Ha IMPOM3BOJICTBO JEKAPCTBEHHBIX CPENICTB
(Tpu HANTMYUM);

C) HOMep IpuKa3a MUHHUCTEPCTBA MPOMBIIIJIEHHOCTH W TOPIOBIU
Poccwmiickoit ®epeparuu 00 oOTKaze B BbIaYe JOKYMEHTa O CTaAMsIX
ITPOU3BOJICTBA;

T) 1aTa TpuKa3a MMHHUCTEPCTBA MPOMBIIUIEHHOCTH W TOPTOBIH
Poccwmiickoit ®epeparuu 00 oOTKaze B BbIaYe JOKYMEHTa O CTaAMsIX
ITPOU3BOJICTBA;

y) IpUYMHA OTKa3a B BblJaye JOKYMEHTa O CTagusiX MpPOU3BOJICTBA
(Ipu HANTMYKH).

11. U3  wHpOpMALIMOHHOM  CHCTEMBl ~ MOHHUTOPHHIAa B  IEJAX
MOATBEPKIACHUSA  CBEICHMM O  CEpUM  JIEKAPCTBEHHOTO  Hpemnapara
JUIST MEIWLIMHCKOIO NPUMEHEHHs, IMPOU3BOJACTBO KOTOPOTO OCYIIECTBIIAECTCS
Ha TeppuTOopun EBpazuiicKOro 3KOHOMHMYECKOIO COK03a II0 MOJHOMY LHUKILY
MPOU3BOJACTBA (BKJIIOYAs CHHTE3 MOJEKYJIbl JCHCTBYIOIIETO BEIIeCTBa
dapmaneBTHUECKON  CyOCTaHIIMM), B CHUCTEMY MOHHMTOPHUHTA JBIKEHUS
JIEKapCTBEHHBIX INPENaparoB JIsI MEAULUUHCKOTO IPUMEHEHHUS 110 3ampocy
CUCTEMBbl ~MOHUTOpPUHIA  JBWXKEHHUS JIEKAPCTBEHHBIX IpenaparoB  JUIs
MEIUIMHCKOTO MPUMEHEHHUSI IEPENAKOTCA CIECYIOIINE CBEICHNUSA:

a) o0aNbHBI  MIEHTU(DUKAUMOHHBIA HOMEpP TOPrOBOW  €IMHHUIIBI
JIEKapCTBEHHOTI'O MPEIapara;

0) uaeHTU()UKAIIMOHHBI HOMEP HAJOTOIUIATENbIIUKA TMPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEJICTB;
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B) HOMEp  NPOU3BOACTBEHHOM  CEpUH, B  OTHOIIEHHMH  KOTOPOU
MIPOU3BOAMTENIEM JIEKAPCTBEHHBIX CPEJCTB IMOJIYYEH JIOKYMEHT, COJAEpKalluil
CBEICHMS O  CTaauaAX  TEXHOJOTMYECKOTO  Ipolecca  IPOU3BOJCTBA
JIEKapCTBEHHOI'O0 CPEICTBA, OCYIIECTBISIEMBIX HAa TeppuTopuM EBpasniickoro
DKOHOMHMYECKOTO CO033a, BBIJABAEMBIN MUWHUCTEPCTBOM IPOMBIIUIEHHOCTH
u Toprosiu Poccniickont denepanny B yCTAHOBIEHHOM HOPSIAKE.

12. U3 uHpOpMALIMOHHOM  CHCTEMBl ~ MOHHUTOPMHIa B  IEJAX
MOJNTBEPXKIEHUST (PAKTUIECKOTO OCYIIECTBICHUSA BCEX CTaIWil MPOU3BOJICTBA
CEpHUH JIEKapCTBEHHOI'O CPeNCTBA (BKJIIOYAs CHHTE3 MOJIEKYJIbI JIEHCTBYIOIIETO
BemiecTBa  (papMaleBTHUYECKOM  CyOCTaHIIMM) B aBTOMAaTU3WPOBAHHYIO
MH()OPMAITMOHHYIO CUCTEMY OKa3aHUs IOCY/IapCTBEHHBIX YCIYT B 3JIEKTPOHHOM
BHe MuHHCTEpCTBa IMPOMBILLIEHHOCTH M ToproBiau Poccuiickonn denepanun
MIEPENAIOTCS CIEAYIONIUE CBEICHMUS:

a) HOMep JTIOKYMEHTa O CTaIUsIX IPOU3BOJICTBA;

0) aTa BbIJIauu JOKYMEHTA O CTaJIUSIX MPOU3BOJICTBA;

B) HICHTU(UKAIMOHHBIA HOMEp HAJOTOIJIATEeNbIINKAa OpraHU3alUu-
3asIBUTEIIS;

I') KpaTKOE€ HAUMEHOBAHKUE OPraHU3alMU-3asIBUTEIS;

1) FOPUIUYECKHI aJIpec OpraHu3alnun-3asiBUTENS;

€) UACHTU(PUKAIMOHHBII HOMEpP HAJOTOIUIATENbIINKA OpraHU3alUu-
MIPOU3BOAMTEIIS;

) KpaTKO€ HAaMMEHOBaHUE OpraHU3alUU-TTPOU3BOAUTENIS;

3) MECTO OCYIIECTBIICHHUS ICSITEILHOCTHU (IIPOU3BO/ICTBRA);

1) TUII JIEKAPCTBEHHOTO CPEJICTBA;

K) UJICHTU(UKAITMOHHBIN KOJI UCXOHOTO MaTepuaia;

J) TOProBO€ HAMMEHOBAHUE;

M) MEXIYHapOIHOE HEMAaTEHTOBAaHHOE HAUMEHOBAHMUE;

H) JIeKapcTBeHHas (opma;

0) I03UPOBKa (TIPU HATUYUH);

1) HOMEp PErucTPalMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara
WM HOMEP PEEeCTPOBOil 3amucy (hapMaIleBTHIECKON CyOCTaHIINH;

p) HOMEP MPOU3BOACTBEHHOU CEpUU JIEKAPCTBEHHOTO CPEJICTBA;

C) J1aTta MpOU3BOJCTBA.

13. 13 peectpa poCCUICKON MPOMBIIUICHHOW TPOAYKIUH, Pa3MEMAEMOT0
B TOCYJapCTBEHHONM  HMH()OPMAIIMOHHOW  CHUCTEME  MPOMBIIIJICHHOCTH
B COOTBETCTBHU CO ctarheil 17! denepanbroro 3akona "O MPOMBIILIICHHON
nonutuke B Poccniickon @enepanun’’, B IeIIX MOHUTOPUHTA MTPOUCXOXKICHUS
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UCXOJHBIX MaTepuajioB B HMH(POPMALMOHHYIO CHUCTEMY MOHWTOpPHHIA
MEPENAOTCS CIEAYIOIINE CBEICHUS:

a) HAUMEHOBaHUE  NPOU3BOAMMOW  MPOMBINIJIEHHONM  IPOIYKLHH,
uHpOpMaIMs O KOTOPOW MOJKHA OBITh pa3MelleHa 3asBHTEIEM B KaTajore
MPOIYKLHUU;

0) peecTpoBbIil HOMEP;

B) HAMEHOBAHUE 3asABUTENS (IPOU3BOIUTETIS);

) UACHTU(DUKAIIMOHHBI ~ HOMEpP  HAJOTOIUIATEeNbIIMKA  3asBHUTEIS
(mpousBogUTENS);

J1) OCHOBHOM T'OCYJIapCTBEHHBII PpErucCTPallMOHHBIA HOMEp 3asBUTEIA
(mpousBogUTENS);

€) YHUBEpPCaJIbHBIA UACHTU(DUKAIIMOHHBI HOMEP XMMHUYECKHX BEIICCTB
(CAS nomep) (pu HaIUYUN).

*B  HacrosimieM JOKyMCHTE HCIIONB3YIOTCS [OHSATHS, MpHMEHseMble B IlpaBmiax J0GPOBOJIBEHOTO
NIPEAOCTABICHUS B TOCYNApCTBEHHYIO WH(OPMAIMOHHYIO CHCTEMYy MOHHTOPHHIAa 3a O0OOpPOTOM TOBapoB,
MOJUICKAIIUX 00S3aTeNIbHOM MapKHUPOBKE CPEACTBAMH HICHTHU(HKAIMM, WHGPOpPMaluu, ee¢ 00paboTku
U TPUMEHEHUs B IENAX MOATBEPXKICHUS CTpaHbl IPOUCXOXKIECHUS JIEKAPCTBEHHBIX  IIPENapaToB
JUI. MEOULMHCKOTO NPUMEHCHHMS, TOJUIS)KAIINX O0s3aTeIIbHOH MapKHpOBKE CpEICTBAMH HICHTH(HUKALNH,
YTBEpKAEHHBIX rocraHoBieHneM IIpaBurensctBa Poccuiickoit @enepammu ot 23 centsaops 2025 r. Ne 1462
"O6 yrBepxaenun [IpaBui 100pOBOIBHOTO MPEAOCTABICHHS B TOCYIaPCTBEHHYIO MH()OPMAMOHHYIO CHCTEMY
MOHHUTOpHHTa 32 000POTOM TOBapOB, MOUICKAIINX 00S3aTEILHON MapKHPOBKE CPEICTBAMH HICHTHU(HKAINH,
nHdpopManuy, ee 00pabOTKH ¥ MPUMEHEHUS B IENSIX MTOATBEPKACHHUS CTPAHBI MPOUCXOKICHHS JIEKapCTBEHHBIX
IpenapaTroB JUId MEIUNMHCKOTO TIPUMCHEHUs, MOJICKAIINX OO0s3aTeJIbHOH MAapKHpPOBKE CpPEACTBaMHU
uAacHTUpUKAIHN'" .




I[MTPUJIOXKEHUE Ne 2

K [IpaBuinam 100pOBOTBHOTO IPEIOCTABIICHUS
B TOCYJapCTBEHHYIO MH(OPMAIIMOHHYIO
CUCTEMY MOHUTOPHHIA 32 000OPOTOM TOBAPOB,
MOJIeKAIINX 00s13aTeIbHON MApKUPOBKE
CpelcTBaMH HeHTU(PUKALKU, UH(OpMAIUHY,
ee 00pabOTKHU U MPUMEHEHHUS B LIEJISIX
MOATBEPKACHUS CTPAHBI TPOUCXOKIACHHUS
JIEKapCTBEHHBIX MPENapaToB A1 MEAUIIUHCKOTO
NPUMEHEHHUs, IOJIeKaIINX 0053aTeIbHOM
MapKUPOBKE CPEACTBAMU UACHTU(DUKAITUU

HEPEYEHD

oﬁopynonamm, HCII0JIb3YEMOT 0 IIPHA IIPOU3BOACTBE
JEKAPCTBCHHDLIX CPEACTB AJd MEIUIUHCKOI0 NIPUMEHCHUHA

. bicrepHas ynakoBouHas MalimHa

. ['omorenmsarop

. I'panynarop

. Jo3upyroiast mamuHa 11t pacoBKU Ma3ei, KpeMoB, reiei

. N3omarop

. MukyOarop

1
2
3
4
5. IpaxxupoBouHbIi OapabaH
6
7
8

. KanubpoBounas mammHa
9. Jlunus posnusa

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.

JInoduibHas cynika (CymuaKa)

Mammna (arperar, anmnapar) s H3MeIbYeHUs
Maiuna (arperat, 0J10K) 10 yIaKOBKe

MammHa a1 KarncyJaupoBaHUs

MammHa /171 HalloJIHEHHSI a3pO30JIbHBIX OAJIJIOHOB
MarmmHa 1715 Mo1a4uu NpONeIEHTOB

MammHa a1 MOKPBITHS TA0JETOK 000I0YKOM
Mammna a1 GopMuUpOBaHUS CYNIIO3UTOPUEB
Mainvna 3akatku (00xuMa) (hJ1akoHOB

MairHa HanoJIHEHUS ¥ 3alalKy aMITyJT



20.
21.
22.
23.
24.
25.
26.
217.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.

MammnHa yKynopku

MarmHbl 00paboTKH CYyNTO3UTOPHOMN JICHTHI
OO6ecnblTMBaTEND

O06opynoBanue i1 OYUCTKH

OO6opynoBanue 1S MPOCEUBaHMSI (BUOPOCHUTO)
O06opynoBaHue AJi CYHIKH (32 UCKIIFOYEHUEM JTMO(DUIBHOU CYIIIKH)
Ileperonnas ycraHoBka

Peaktop

Cenaparop

Cunresarop

Cwmecurens

Crepunusarop

Cymunnka-rpanyisTop

TabneTouHbli mipecc

VYcTaHoBKa 151 KOHUEHTPUPOBAHUS KUIKOCTEN
VYcTaHOBKA OXJIaKAEHUS CYNIIO3UTOPHOM JIEHTHI
VYcranoBka TBepoQazHol (hepMeHTauuu
dacoBounas auHUS (000pya0BaHME T (HaCOBKH)
depmeHTep

OunpTpanoHHOE 000pyA0BaHUE

Xpomarorpad (xpomaTorpauueckuii KOMIUIEKC, KOJIOHHA)
Hentpudyra

DKCTpaKIMOHHbIE YCTAHOBKU

DKCTpynep




