NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 14 mexabpst 2018 1. N 1556

Ob YTBEPXIEHNU ITOJIOJKEHUSA
O CUCTEME MOHUTOPUHI'A IBVXXKEHVS JIEKAPCTBEHHBIX
[TPEITAPATOB
I MEOMIMHCKOI'O ITPUMEHEHN A

[TpaBuTenbcTBO Poccuiickoi denmepaliiy MOCTAaHOBIISIET:

1. YrBepauTs nipmunaraemoe [1oyoxkeHue o cucTeMe MOHUTOPUHTA
IBVKEHMS JIEKAPCTBEHHBIX ITPeIapaToB A MeAULIMHCKOTO MPUMEeHEeHNSI.

1(1). YcTaHOBUTB, UTO OpUANYECKUE JIUIA U UHAUBUAYATIbHbIE
MpeIIPVHUMATEIN, SIBJISIOINeCs CyoObeKTaMy 0OpaleHust JIeKapCTBeHHBIX
CpeACTB B COOTBETCTBUMU C [10/I0’KeHMEeM, YTBeP>KAEHHBIM HACTOSIIM
TIOCTAaHOBJIEHMEM (Jlajiee - CyObeKThbI 0OpallleHNs IeKapCTBEHHbBIX CPeICTB):

OCYIIECTBJISIIOT CBOIO PETUCTPALMIO B CMCTEME MOHUTOPUHTA IBVOKEHUS
JleKapCTBEeHHbIX MpernapaToB AJ1s1 MeAUIIMHCKOTO TpMMeHeHus (Jasee -
cuctema mouuTopuura) c¢ 1 suBapst 2020 r. mo 29 dpespans 2020 r.
(BKITIOUMTEJIbHO) b0 mociie 29 ¢epasst 2020 r. B TeueHue 7 KaJeHIapPHbIX
IIHelt o AHS BO3HMKHOBEHMS y CYObeKTOB oOpallieHusI JieKapCTBeHHBIX
CpeCTB HeOOXOAMMOCTH OCYIIeCTBIeHNUS IesITeIbHOCTY, CBSI3aHHO C
obpaleHneM JeKapCTBeHHbBIX ITPerapaToB MPY HaJMUYMU ITpaBa
OCYIIECTBJISITh TAKYIO AesITeIbHOCTD;

He 1o3aHee 21 KaJleHAAPHOTO AHS CO IHSI PETUCTPALUM B CUCTEME
MOHMTOPMHTA 06eCIeuYnBaOT TOTOBHOCTh CBOMX MH(POPMAIMOHHBIX CUCTEM
K MH(OpMAIMOHHOMY B3aMMO/IEMCTBUIO C CUCTEMOV MOHUTOPUHTA U
HaIMpaBJISIOT OlepaTopy CUCTeMbl MOHUTOPMHTA 3asBKY Ha ITPOXOXKIEeHMe
TeCTUpPOBaHMSI MHGOPMAIMOHHOTO B3aMMO/IEMCTBHS C YKa3aHUeM
MIPOM3BOANTEEN TPOTPAaMMHO-aNIapaTHbIX CPeACTB MHGOPMAIMOHHBIX
CUCTEM;

MIPOXOJST TeCTUPOBaHMe MHOOPMAIIMOHHOTO B3aMMOeiiCTBUSI CBOUX
MH(POPMAIMOHHBIX CUCTEM U CUCTEMbl MOHUTOPUHTA B COOTBETCTBUMU C
MOPSIIKOM, pa3MellleHHbIM Ha OpUIIMaIbHOM caiiTe orlepaTopa CUCTeMbl
MOHUTOPMHTA B MHGOPMAI[MOHHO-TEe/IeKOMMYHUKAIIMOHHO CeTu



"IHTepHeT", B OTHOILIEHUM MapKUPOBKM JIEKAPCTBEHHBIX IIpeIapaTos,
BBOJIa B 000POT JIeKapCTBEHHBIX ITPeIapaToB, MX 000pOTa M BbIBOAA U3
ob6opoTa B cCOOTBETCTBUM C [T0I05KeHMEM, YTBEPKAE€HHBIM HACTOSIIVM
IIOCTAHOBJIEHNEM, B TeUeHMe 2 KaJIeHIAaPHBIX MeCsLeB CO IHS TOTOBHOCTU
CBOMX MHGMOPMAIIMOHHBIX CUCTEM K MH(POPMAaLMOHHOMY B3aMOJeiCTBUIO
C CUCTeMOJ MOHUTOPUHTA;

BHOCAT HaumHas ¢ 1 uronst 2020 1. B cucTeMy MOHUTOPMHTA CBeIeHMsI 000
BCeX omepanusix, IpoM3BOAMMBIX C JIeKapCTBEHHbIMM IIpernapaTaMmu B
cooTBeTcTBUM C [TonokeHMEeM, YTBEPKIEHHBIM HACTOSII UM
MOCTaHOBJIEHMEM.

1(2). Perucrpaiius B MHGOpPMAaLMOHHO CUCTEME, B KOTOPOIi
OCYILEeCTBJISTIOCh MH(POpMaLMOHHOEe obecrieyeHe IIPoBeaeHMs
9KCIEepPUMEHTAa B COOTBETCTBUM C MMOCTaHOBIeHMeM [IpaBuUTenbCTBA
Poccuiickoit ®enepanyy ot 24 suaps 2017 r. N 62 "O nmpoBeneHUn
9KCIIEPMMEHTA 0 MapKUPOBKe KOHTPOJbHBIMU (MAeHTUDUKALIVIOHHBIMM)
3HAKaMM M MOHUTOPUHTY 32 000POTOM OTAEeIbHbIX BUIOB JIEKapCTBEHHBIX
rperapaToB JJisI MeOUIIMHCKOTO IIpUMeHeHUs", 0 pUANYECKUX JIUIL U
dbu3MUeCcKuXx NI, 3apPeruCTPUPOBAHHBIX B KAUECTBE MHAMBUIYATbHBIX
MpeanpMHUMaTesieli, KOTopble o cocTossHMIO Ha 1 suBaps 2020 r.
SIBJISTIOTCSI CyObeKTaMM 00paleHus TIeKapCTBEHHBIX CPECTB,
MIPUPABHMUBAETCS K PETUCTPALIMU B CUCTEME MOHUTOPUHTA.

B cydae eciiu B paMKax SKCIIEPMMEHTA CBeAeHMS, TTpeICTaBIeHHbIe
cyObeKTaMM 0OpaleHus JIEKApCTBEHHBIX CPEJICTB B MHOOPMAIIMOHHYIO
CUCTEMY, B KOTOPO# OCYIIECTBIISIIIOCh MH(POPMaIIMOHHOE 0becrieueHne
MpoBeleHMS IKCIIepUMeHTa, a TakKe JOKYMEHTbI, ITpe/iCTaB/IeHHbIe MU B
denepabHYIO CJIYKOY MO Ha30py B cepe 3apaBoOXpaHeHMsI, He OTBEYaloT
TpeOOBAHMUSIM K CBeJIEHMSIM U JOKYMEHTaM, IPeIyCMOTPEHHbBIM
[TonoskeHMeM, YTBEPKAE€HHBIM HACTOSIIM ITOCTAHOBJIEHMEM, TaKMe
CyOBeKTbI OOpalleHNs TeKapCTBEHHbIX CpecTB HaunHas ¢ 1 saBaps 2020 r.
BHOCST HefocTalolle 1 (MIn) akTyaJbHble CBeIeHUSI B CUCTEMY
MOHMTOPMHTIA, a HefocTatome 1 (MIN) aKTyaJbHbIe TOKYMEHTbI
npeAcTaBisiioT B OeepasibHYIO CIYysKOY 110 HaA30py B cepe
3apaBooxpaHeHus 00 1 uwomnsg 2020 r. (BK/IIIOUMTENBHO).

1(3). CyobexTbI 06paleHust JIeKapCTBEHHBIX CPEJICTB, SIBJISIIOIIVECS
ITPOMU3BOANUTEISIMU JIEKAaPCTBEHHBIX CPEJICTB, B OTHOIIIEHUM KOTOPBIX UMM
OCYLLIEeCTBIISIIOTCSI TEXHOJIOTUYECKMe ollepanuy, COOTBETCTBYIOIIE



MIPOM3BOJICTBEHHBIM CTaAMsIM (HacoBKM (YITAKOBKM) JIeKapCTBEHHBIX
rperiapaTos (B cjydae MPOM3BOACTBA JIEKapCTBEHHOTO Mpenapara Ha
TepputTopum Poccuiickoit @enepaunm), Uin gepskateasimu (BjiageiblaMu)
perucTpauMoHHbIX YOCTOBEPEeH T IeKapCTBEHHbIX MTpernapaTos 160
NpeACcTaBUTENbCTBAMYM MHOCTPAHHbBIX OPraHU3alnii Ha TeEPPUTOPUN
Poccuiickoit ®enepaliny, SBASIOIIMXCS AepsKaTeasaMu (BaagebliaMM)
peruncTpalMOHHbIX YOOCTOBEPEH U JIeKapCTBEHHBIX IIperapaTos (IIpu
IIPOU3BOACTBE JIeKAPCTBEHHOTO IperapaTa BHe Tepputopun Poccuitckom
denepanyn), 10 BBOA TeKapPCTBEHHBIX IIperapaToB B 000POT:

BHOCST B CCTEMY MOHMUTOPMHTIA CBEIEHMSI O JIeKapCTBEHHBIX ITperaparax B
cooTBeTCTBUM C [Tos0KeHMEM, YTBEPKIEHHBIM HACTOSIIM
IIOCTaHOBJIEHMEM, He TTo3aHee 30 KaJleHJapHbIX THEe CO THS CBOEeIA
perucTpauum B CUCTEME MOHUTOPVHTA;

HAMNpaBJISIIOT C MCIIOJIb30BaHMEM CUCTEMbI MOHUTOPUHTA OIIEPaTOPY
CUCTeMbl MOHUTOPMHTA 3asIBKY (B 3JIEKTPOHHOI (popMe) Ha MoTyyeHue
YCTPOMCTB PErnucTpanum SMUCCUN KOAOB MapPKUPOBKU WUJIU TIPeOCTaBIeHNUE
K HEMY yJIaJIeHHOTO ocTyna He mo3aHee 1 mas 2020 r. 6o B TeueHue 7
KaJIeHJaPHbBIX AHEN CO AHS PerucTpauuy B CMCTeMe MOHUTOPUHTA TIPU
BO3HMKHOBEHMM Y CyObEKTOB 0OpallleHus TeKapCTBEHHbIX CPeCTB
HEOOXOAMMOCTY OCYIIEeCTBIEHMS IesITeJIbHOCTY, CBSI3aHHOJ C 0OpalleHeM
JIEKapCTBEHHBIX TIPEerapaTroB PU HAJIUMUYMUU ITPaBa OCYILEeCTBJISITh TAKYIO
IesITe/IbHOCTbD;

obecmeunBalor ¢ 1 uiong 2020 r. HaHeceHMe CPeCTB UAeHTUPUKALIY Ha
MepBUYHYIO YITAaKOBKY JIeKapCTBEHHOTO Ipenapara (B cayJdae, ecjin
BTOpMYHAs YIIaKOBKa He TIpeIyCMOTpPeHa) ¥ Ha BTOPUUYHYIO
(MMOTpebUTeNbCKYIO) YITaKOBKY JIEKAPCTBEHHOTO MTperapara;

“MeroT mpaBo ¢ 1 suBaps 2020 r. HAHOCUTH CpeiCTBAa UAEHTUDUKALIUN
JleKapCTBEHHOTrO Mperapara Ha IepBUYHYIO YIIaKOBKY JIEKAPCTBEHHOTO
rperiapara (B cay4dae, eC/i BTOpMYHas YyIIakOBKa He MpeyCMOTpeHa) U Ha
BTOPUYHYIO (ITOTPeOUTETHCKYI0) YITAKOBKY JIEKAPCTBEHHOTO IIperapara.

[Tpu aTOM B cyuae, ecyiv CyObeKThI 0OpaleHNsI JIeKapCTBEHHBIX CPEICTB
HaHocAT ¢ 1 suBaps 2020 r. cpeacTBa MaeHTUGUKALMY JTeKapCTBEHHOTO
rperiapaTa Ha IIepBUYHYIO YIIAaKOBKY JIeKapCTBEHHOTO Ipernapara (B ciayJae,
ec/iY BTOpUYHas yI1akoBKa He MpeayCMOTpPeHa) U Ha BTOPUYHYIO
(TOTpebUTENHCKYIO) YITaKOBKY JIEKAPCTBEHHOTO MperaparTa, ToO OHU



MnmpeacTaB/IAIOT CBeAEeHMA O HaHeCEHUM CpeaCTB I/IJIEHTI/I(I)]/IKaLU/II/I B CUCTEMY
MOHMTOPMHTA.

1(4). Cy6bexThl oOpalieHust JieKapCTBEHHBIX CPEJICTB, OCYIIECTBISIONIE
MeIUIIMHCKYIO IesITeJIbHOCTD U BBIBO, 3 000pOTa JIeKapCTBEHHBIX
MperapaToB MPY OKA3aHUM MeIUIIMHCKOI ITOMOIIN, & TAKXKe CyOBeKThI
oOpaiieHus 1eKapCTBEHHbBIX CPEACTB, OTIYCKaloIye JieKapCTBeHHbIe
npernapaTbl 6eCIIaTHO 1O pelenTy Ha JieKapCTBEeHHbIe MperapaThl,
HAIIPaBJISIIOT C UCIIO0JIb30BaHMEM CUCTEMbI MOHUTOPUHTIA OIIEPATOPY
CUCTeMbl MOHUTOPMHTA 3asIBKY (B 3JIEKTPOHHOI (popMe) Ha moryyeHue
PerucTpaTopoB BhIOBITHS He TTo3aHee 15 deBpansa 2020 r. 6o B TeueHne 7
KaJIeHJaPHbBIX JHEN CO AHS PerMcTpauuy B CMCTeMe MOHUTOPUHTA TP
BO3HMKHOBEHMM Y CyObEKTOB OOpallleHNs TeKapCTBEHHbIX CPeICTB
HEOOXOAMMOCTY OCYIIEeCTBIEHMUS IesITe/IbHOCTY, CBSI3aHHOI C 0OpalieHneM
JIEKapCTBEHHBIX TIPENapaToB MPU HAJIUMUYMUU ITPABA OCYILECTBJISITh TAKYIO
JesITe/IbHOCTbD.

1(5). YcTaHOBUTD, UTO OTIEpaTOP CUCTEMbI MOHMTOPMHTA 00eCIeuBaerT:

OCHalleHue CyO'beKTOB 00pallleHNsI TeKapCTBEeHHbIX CPEICTB,
MpeayCMOTPEHHbIX ITYHKTOM 1(3) HaCTOSIIEro MOCTaHOBJIEHNS,
YCTPOMCTBAMU PETUCTPALIUU SMUCCUM KOJTOB MapPKUPOBKU UIU
rpenocTaBjieHye UM YAJIEeHHOTO NOCTYIa K TaKUM YCTPOCTBam
perucTpauum SMUCCUM, pa3MellleHHbIM B MHOPACTPYKType orepaTopa
CUCTEMBI MOHUTOPUHTA, Ha YCIIOBUSX, IIPeIyCMOTPeHHBIX [lo/iokeHMeM,
YTBEPKIEHHBbIM HACTOSIIIIVM TOCTAHOBJIEHMEM, He Mo3/1Hee 45
KaJIeHTapHbIX THE CO THS MOJy4YeHUsI OT CYyObeKTOB 00paleHnsI
JIeKapCTBEHHbBIX CPECTB 3a4BKM Ha IOJIyUYeHNe TaKUX YCTPOWCTB UIIN
yAAJIeHHOTO JOCTYIa K HUM,;

OCHaIlleHMe CyO'beKTOB 00palleHMs TIeKapCTBEHHbBIX CPEICTB,
OCYILIECTB/SIONIMX MEeIUIIMHCKYIO IeSITETbHOCTb U BIBO, 13 060pOTa
JIeKapCTBEHHBIX MPENapaToB Py OKa3aHUM MeAUIIMHCKOM ITOMOIIMN, a
TaKKe CyO'beKTOB 00palieHMsI IeKaPCTBEHHBIX CPEICTB, OTITYCKAIOIIMNX
JIeKapCTBEHHbIE MpernapaThbl 6eCIUIATHO IO PeIeNTy Ha JIeKapCTBEHHbIE
TIpernaparbl, perucTpaToOpaMy BbIOBITYS HA YCJIOBUSIX, ITPETYCMOTPEHHBIX
[MonokeHMeM, YTBEPKAEHHBIM HACTOSIIMM ITOCTAHOBIEHMEM, He TI03HEe
45 KaJleHJapHbIX JHEN CO THS MONy4eHMs OT Cy6GbeKTOB 06palieHust
JIeKapCTBEHHBIX CPEJICTB 3asIBKM Ha MOyUYeHMe TaKuX YCTPOICTB;



OpTaHM3aLMIO TECTUPOBAHMS MH(POPMAIIMOHHOTO B3aMOIE/CTBUS
MHGOPMAIMOHHBIX CUCTEM CYO'BEKTOB 0OpaIeHNsI JIeKapCTBEHHBIX CPEICTB
U CUCTEMbI MOHUTOPUHTA He To3aHee 30 KajleHIapHbIX JHE CO AHS
TTOJTy4YeHMUSI OT CyObeKTOB 0OpalleHus TIeKapCTBEHHbBIX CPEICTB 3asIBKM Ha
MIPOXOKIEeHME TECTUPOBAHMS MHGOPMAILMOHHOTO B3aMMOIEICTBUS.

1(6). YcTaHOBUTB, UTO OIlEPATOP CUCTEMBI MOHUTOPUHTA 10 3aIIPOCY
CcyObeKTOB 0OpaleHMsI IeKapCTBEHHbBIX CPEJICTB MPeOCTaBsIeT KO bl
MapKupoBKu ¢ 1 guaBaps 2020 r.

1(7). YcTaHOBUTB, UTO IVIATA 32 OKa3aHMeE OIepaTOpPOM CUCTEMBbI
MOHUTOPUHTA YCIYTU T10 IIPEJOCTaBIeHUIO KOJOB MapKUPOBKYU B3MMAETCS C
1 mronsg 2020 r.

2. Peanmn3anusi HaCTOSILIETO MTOCTAHOBJIEHMS OCYILECTBIISIETCS
COOTBETCTBYIOIIMMU (eepasbHbIMUY OpraHaMy UCIIOTHUTEIbHO BJIACTU B
npenenax yctaHoB/ieHHOM [IpaBsuTtenbcTBOM Poccuiickoit @enepanum
IpeIeJIbHO YMCIEHHOCTY X PAOOTHMKOB U OI0/IKeTHBIX aCCUTHOBAHMIA,
MpeyCMOTPEHHBIX UM B deiepasbHOM OI0KeTe Ha PYKOBOJICTBO U
yrpas/eHye B chepe yCTaHOBIEHHBIX QYHKIIMIA.

3. HacTosiee rmocTaHOB/IEHME BCTYMAET B CUITY CO THS €er0 OQULIMaTbHOTO
OMyOJIMKOBaHMSI, 32 UCK/TIOUEHMEM T1OJIO’KeHUI, YKa3aHHBIX B TYHKTe 4
HACTOSIIETO MOCTAHOBIEHUSI.

4. TonokeHMe O CUCTeMe MOHUTOPUHTA ABVDKEHMSI JIeKapCTBEHHbIX
rpenapaToB JJIs1 MeJUIIMHCKOTO IIpUMeHeH s, yTBepKAeHHOe HaCTOSIIUM
MOCTAaHOBJIEHMEM, B OTHOIIEHMM IPOU3BOAUTEe TeKapCTBEHHbIX CPeICTB
B YaCTY HaHeCeHUs Ha TTepPBUYHYIO YIIAaKOBKY (B OTHOIIEHUU
JleKapCTBEHHBIX MpernapaToB JJisi MeAUIIMHCKOTO MpUMeHeHUs, 11
KOTOPBIX He TIpeyCMOTpeHa BTOPUYHAS YITaKOBKa) ¥ BTOPUUHYIO
(MMOTpe6UTENTHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX ITPEIapaToB AJIst
MeAVLIMHCKOTO MPUMeHeHMs CpefiCTBa uAeHTUdUKAINHK, & TAKKe B
OTHOILIEHUM I0OPUANYECKUX JIUI] ¥ MHAVBUAYATbHbBIX IIpeATIpMHUMAaTeNel,
OCYIIeCTBIISIIOIIMX MPOU3BOJICTBO, XpaHeHMe, BBO3 B Poccuiickyio
denepalyio, OTIYCK, peannsaliyio, nepemavy, ipuMeHeHe U
YHUUTOXeHMeE JTeKapCTBEHHbIX IIpernapaToB JJ1s1 MeIULMHCKOTO
MpMMeHeHMs, B YaCTU BHeceHMs MHPOopMalLum o 1eKapCTBEeHHbIX
rpenaparax sl MeIULMHCKOTO MPUMeHEeHMS B CUCTeMY MOHUTOPUHTA

I BVKEHMS JIeKapCTBEHHBIX ITpenapaToB Il MegUIMHCKOTO TpUMeHeHU ST



BCTYyTIaeT B CMJTY CO JHS BCTYIUIEHUS B CMJTY a63a1ieB BTOPOTO U IISITOTO
MOAITYHKTA "6" myHKTa 7 cTaThy 1 PemepasbHOTO 3aKOHA OT 28 meKabpst
2017 r. N 425-®3 "O BHeceHuu usmeHnennit B @emepanabHblii 3aKoH "0O6
obOpaileHu JeKapCTBeHHBIX CPEICTB".

IIpencenatens [IpaBuTebCTBA
Poccuiickoit @enepatyn
IO.MEJIBEJEB

YTBepXaeHO

roctaHoB/ieHueM [IpaBuTe/bCTBA
Poccuiickoit ®engepatynu

oT 14 mexabps 2018 r. N 1556

ITOJIOJKEHUE
O CUCTEME MOHUTOPHUHTIA IBVPKEHV JIEKAPCTBEHHBIX
[TPEITAPATOB
JJI1 MEOMLIMTHCKOTI'O ITPUMEHEHNM S

I. Obuiye 1oNoKeHNs
1. Hacrosiee ITososkeHue onpenesser:

a) MOPSIMOK HAaHECEHMSI CPeJICTBA UAEHTUGUKAIIMY JIEKAaPCTBEHHOTO
Tperapara Ajisi MeIUIMHCKOTo IpMMeHeHMs (fajiee - JeKapCTBeHHbIe
Trperaparnl), Tpe60BaHMs K ero CTPYKType 1 hopmaTty nHbopMainmu,
KOTOPYIO COJIEPKUT CPeICTBO UAeHTUDUKAIIMY JIeKAPCTBEHHOTO
rperapara,  ero XxapakTepuCTUKH;

0) MOPSIIOK CO3MaHMsl, pa3BUTHS, BBOJIA B SKCIUTyaTaIlMIO, SKCIUTyaTally U
BBIBOJIA 13 KCILIyaTaLM CUCTEMbI MOHUTOPUHTA IBVKEHUS
JIeKapCTBEHHBIX MpernaparToB (Jajee - CucTeMa MOHUTOPYHTA);

B) MOPSIIOK B3aMMO/IeCTBUSI CUCTeMbI MOHUTOPMHTA C MHBIMU
rocyIapCTBEHHBIMM MHOOPMALIMOHHBIMM CUCTEMAMM U
MHGOPMAIMOHHBIMU CUCTEMAMU IOPUANIYECKUX JIUI] U UHAUBUIyaTIbHBIX
npeAnpuHuMaTesieii, yka3aHHbIx B 4acTsax 7 u 10 craTtbu 67 @enepanibHOrO
3akoHa "O6 obpaleHNy JIeKapCTBEHHbBIX CPEICTB";

I‘) MopAaAaoK BHECEHMA B CMCTEMY MOHUTOPMHI'A KPUONYECKUMU JIMTaAMU U
VMHONBUAYAJIbHBIMU IMPpEeAIIPUHMMATEISIMHU, OCYIIECTBIAIOIMIVMAU



MPOM3BO/ICTBO, XpaHeHMe, BBO3 B Poccuitckyio ®emepalinio, OTIYCK,
peanu3aluio, epenavy, IpuMeHeHMe M YHUUTOKEHME JIeKapCTBEHHBIX
MperapaToB, MHGOPMAIMM O JIeKAPCTBEHHBIX ITperapaTax 1 ee CoCTaB;

) TIOPSIAOK TIpeocTaBaeHus MHOpMaIum, comepskalieiics B CucTeMe
MOHMTOPMHTA.

2. ToHsaTHS, UCITONb3yeMble B HacTosIeM [10/I0KeHny, 03HAYaI0T
cyIeayioliee:

"arperMpoBaHue” - rpoijecc 00beIMHeHMs JeKapCTBEHHbIX ITpernapaToB Ha
M060M 3Tare obpalieHus JeKapCTBeHHbIX ITPenapaToB Cy0beKTOM
o6palleHus JIeKapCTBEHHBIX CPEICTB B TPETUUHYIO (TPAHCIIOPTHYIO)
YIIaKOBKY JIeKapCTBEHHBIX IIperapaToB C HAHeCeHMeM COOTBETCTBYIOLLEero
Koza uaeHTUGUKALY TPETUUHOI (TPaAaHCIIOPTHOI) YIIaKOBKU
JIleKapCTBEHHBIX IIpenapaToB U ¢ coXpaHeHMeM MHbOpMaluu B CUCTEMe
MOHUTOPMHTA O B3aMMOCBSI3U CPEJICTB UAEHTUDUKALUM UIIK KOJIOB
UOeHTUPUKALMY KasKA,0T0 BIOKEHHOTO B TaKyI0 YIIAKOBKY JIeKapCTBEHHOTO
rpernapara ¢ KoJioM uaeHTUOUKAIUY TPETUYHO (TPaHCIIOPTHOI)
YIIaKOBKM JIEKAPCTBEHHbIX IIperapaTos;

"BBO/JI B 000POT JIeKapCTBEHHBIX IMTpernapaToB”:

IIpU IIPOU3BOACTBE Ha Tepputopum Poccuiickoit @enepaunm - onepauuy,
MPOMU3BOAMMBIE C JIEKaPCTBEHHBIMU IIperapaTaMy OT MIPOXOXKIEeHMS
MPOM3BOJICTBEHHOI cTaauM GacoBKM (YIIAaKOBKM) JieKapCTBEHHBIX
TperapaToB B IEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO Ipernapara (B
OTHOLIEeHUM JIEKaPCTBEHHbBIX IIPenapaToB, 151 KOTOPBIX He IpeayCMOTpeHa
BTOpPUYHAs (MOTpe6UTETbCKAsI) YITAaKOBKA JIEKapCTBEHHOTO Mperapara) u
BTOPMUHYIO (TOTPeOUTETHCKYI0) YITAKOBKY JIeKapCTBEHHOTO Iperapara Jio
3aBepIlleHys IPOU3BOACTBEHHOM CTaAMU BbIITYCKAOLIETO0 KOHTPOJIS
KauecTBa U MpeACcTaBleHs JOKYMEHTOB U CBeeHUI, TpeyCMOTPEHHBIX
yacTbio 1 ctateu 52.1 ®emepanbHOro 3akoHa "O6 obpalneHnn
JleKapCTBeHHBIX CpeicTB", B DenepaibHYI0 CJIYyKOY 110 Hai30py B cdepe

30 paBOOXpPaHEH NS WJIM TTOJIyYeHMS pa3pelieHus, npegycMOTPeHHOTO
yacThio 7 ctatbu 52.1 ®emepanbHOro 3akoHa "O6 o6palieHUn
JIEKapCTBEHHBIX CPeACTB" (B Cyuyae MPOMU3BOICTBA MMMYHOOMOIOTMYECKIUX
JIeKapCTBEHHBIX MIPernapaToB);

IIPpU IPOU3BOICTBE BHE Tepputopuu Poccuiickon @emepaiim - onepanuu,



TIPOU3BOAMMBIE C JIeKapCTBEHHBIMU TIpernapaTaMy OT ITPOXOXKAEeHUS
MPOM3BOACTBEHHOI CTaauM GpacoBKM (YIIAKOBKM) JIeKapCTBEHHBIX
rperapaToB B MePBUYHYIO YITAKOBKY JIeKaPCTBEHHOTO Tpernapara (B
OTHOIIIeHMM JIEKapCTBEHHBIX MMPernapaToB, AJj1s1 KOTOPbIX He MpeyCMOTpeHa
BTOpUYHAS (TIOTpebuTeIbCcKasl) YIIaKOBKA JIEKAPCTBEHHOIO Iperapara) u
BTOPUUHYIO (ITOTPEeOUTETHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO Iperapara 0
pasMelleHMst JieKapCTBEHHBIX ITperapaToB Ha apMalleBTMUeCKOM CKiaje
U TIpeJCTaBJIeHS JOKYMEHTOB U CBeJIeHU1, MPelyCMOTPEHHbIX YaCThIO 2
cratey 52.1 ®egepanbHOro 3akoHa "O6 obpaleHnM JeKapCTBEHHBIX
cpenctB”, B @emepanbHylo CTyKOY 110 HaA30py B chepe 3apaBOOXpaHeHNS
WU TIOJTyUYeHMsT pa3pelleHnsi, IpeayCMOTPEHHOTO0 YacThbio 7 cTaTbu 52.1
denepanbHOro 3aKoHa "O6 obpaleHn JIeKapCTBEHHbIX CPeACTB” (B caydyae
MPOM3BOCTBA MMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX ITPEIapaToB);

ab63ai1r yrpatui cuiy. - [TocranoBienue IpaButenbcTsa PO ot 21.07.2020 N
1079;

"BTOpMYHAas (OTpebuTeIbCKas) YIIaKOBKaA JIeKapCTBEHHOTO ITpernapara” -
yIIaKOBKa, MMOCTYIAIIIAst K TOTPEOUTETIO M CITysKaliast 11 pa3MeneHNst
eIVHNYHOM ePBUYHON YIIaKOBKM JIeKaPCTBEHHOTO Mpernapara uin

006 beAVHSIIONIAs] HECKOJIbKO MePBUYHBIX YIIAKOBOK JIeKapCTBEHHBIX
Ipernaparos;

"BBIBOJL 3 060POTA JIEKAPCTBEHHBIX MIPETapaToB” - peann3anyus, mpoaaxka
M OTITYCK (B TOM UMCJIe 10 PellerTy) IeKapCTBEeHHbIX MTpernapaToB
MOTpe6uTesTI0, MpUMeHeHMe, Tlepejaya Ha YHUUTOKeHMe, yTpaTa U
CIMCcaHMe JIeKapCTBeHHBIX ITpernapaToB, 0TOOp 06pasiioB, BbIBO3 paHee
BBe3eHHbIX B Poccuiickyio demepaniyio JeKapcTBEHHBIX ITPeNapaTos
(Pe3KCIIOPT), a TAKKE BHIBOA, M3 060POTA MO MHBIM MMPUYMHAM;

"rno6anbHbIN UAeHTU(MUKAIMOHHBI HOMEP TOPTOBO eIVHUIIBI" -
YHUKAaJbHBIN KO, IPUCBaMBAEMBbIV IPYIIIE TOBAPOB MIPU UX ONIMCAHUU B
MHGOPMAIMOHHOM pecypce, 06ecIeuBapIeM YIET ¥ XpaHeHe
IOCTOBEPHBIX TAHHBIX O TOBAPaX M0 COOTBETCTBYIOIIEl TOBAPHOM
HOMEHKJIaType;

ab3a1lbl TeCSIThIi - ONVMHHAAIATBIN YTPATUIN CUTY. - [IocTaHOBJ/IEHME
ITpasutensctBa PO ot 20.03.2020 N 311;

"ueHTUUKATOp MpUMeHeHUs " - mpeduKc, IpeICTaBISIONIMiI 060 Habop



13 2 uau 60jiee 3HaKOB, PACITONIOKEHHBI B HaUasie 3JIEMEHTHOI CTPOKY U
OJIHO3HAYHO OIpeAeson it Ha3HaueHue 1 GopmMar oIS JaHHbIX,
c/lefylolero 3a rnpeduKcom;

"uneHTUdUKaTOp CyobeKTa 00paleHust JIeKapCTBEHHBIX CPeICTB" -
YHUKAJIbHbIN KOJ, IPUCBAaNBAaEMblii CUCTEMOI MOHUTOPWHTA CYO'bEKTY
oOpalieHus TeKapCTBEHHbIX CPeCTB IO UTOTaM ero perncTpaium B
cucTeMe MOHUTOPUHIA Ha OCHOBe TlepeJaHHbIX CYObeKTOM obpalieHust
JIeKapCTBEHHBIX CPeCTB CBeJleHMi 00 uAeHTUhUKAIIMOHHOM HOMepe
HaJIOTOIIaTeIbIIMKa /15 KOKIO0T0 aJpeca MecTa OCyIeCTBIeHUS
JIeITeJIbHOCTY COIVIACHO JULeH3UM Ha ITPOU3BOJ,CTBO JIEKAPCTBEHHbIX
CPeACTB, INIeH3UM Ha (papMaleBTUUeCKYIO IesiTeIbHOCTD, IUIIeH3UM Ha
JlesITeTbHOCTD 110 000POTY HAPKOTUYECKMUX CPENICTB, TICMXOTPOITHBIX
BENIeCTB U UX PEKYPCOPOB, KYJIbTUBUPOBAHMUIO HAPKOCOAEPsKAIIUX
pacTeHUM U MULIeH3UM Ha MeIULIVHCKYIO IeTe/IbHOCTD (IIpY HAINYUU
TaKO JINLeH3UM) UM KOJIe HAJIOTOIlIaTe/Ibl/Ka B CTPaHe perucTpauum u
KOJle CTpaHbl perucTpaunum (I,is1 CyobeKToB 00palieHus JieKapCTBeHHBIX
CpeLCTB, He NIPU3HABAEMbIX HAJIOTOBBIMU pe3ugeHTamMmu Poccuiickoi
denepaiiun);

"MHAVMBUIYAIbHBIN CepUITHBII HOMEep TOPTOBOM eAMHUIIBI" - 1bpoBast Win
O6yKBeHHO-11M(pOBast MOC/IeI0BATETLHOCTb;

"Kom uaeHTUGUKAUUK" - CepUIHBIN T7I00aTbHBIN MAeHTUGUKAIIVIOHHBIN
HOMeEp TOPrOBOI eIVHUIIbI, TPeACTAB/SIONINI CO00M YHUKATbHBIN
UAeHTUGUKATOP BTOPUYHO (TTOTPEOUTENbCKOI) YITAKOBKU
JIEKapCTBEHHOTO Tperapara (B cJiyyae ee OTCyTCTBUS - [IePBUYHOI
YIIaKOBKM JIEKAPCTBEHHOTO TIpernapara), popMupyeMblil ITyTeM 100aBIeHMS
K IJI006aJIbHOMY MIeHTU(PUKALMOHHOMY HOMepY TOPTOBOI eIVHUITbI
UHIUBUIOYAJTBHOTO CEPUITHOTO HOMepa TOPTOBO e IUHUIIbI;

"KoI UAeHTUIUKALMM TPeTUUHOH (TPaHCIIOPTHOI) YIIaKOBKY
JIeKapCTBEHHOTO Tperapara” - CMMBOJIbHAS MOC/IeI0BATE/IbHOCTD,
dbopMupyemast B COOTBETCTBUM C TPEOOBAHUSIMU, ITPEYCMOTPEHHBIMU
pasgenom III HacTosero [TonoxkeHus;

"KOJ, MAapPKUPOBKM" - YHUKAIbHAS 1OC/I€10BATEIbHOCTh CUMBOJIOB,
cocTosiast 3 Koja uaeHTubuUKaIum 1 Koaa mpoBepKku, hbopMupyemas JJist
1eJieit uaeHTUGUKALMM IEPBUYHO YIIAKOBKM (B OTHOIIIEHUN
JIeKapCTBEeHHBIX IIpeIrapaToB IJIsI MeAUIIMHCKOTO IIpUMeHeHUs, IJIsT



KOTOPBIX He TIpelyCMOTpeHa BTOpUYHAsK yIIaKOBKAa) M BTOPUUHOIA
(MOTpe6UTENHCKOI) YIIAKOBKY JIEKAPCTBEHHBIX ITPEIapaToB IS
MeAVLIVMHCKOTO IPUMEHEeHMS ;

"KOJI, TPOBEPKHU" - TIOCIeOBATEIbHOCTh CMMBOJIOB, CHOpPMIMPOBAHHAS B
pe3ysbTaTe Kpurnrorpaduyeckoro npeobpa3oBaHus Koga MaeHTUGUKAIUN
M TI03BOJISIIONIAs BBISIBUTD anbcuduKaiiuio Koga uaeHTuduKauum npu ero
IIPOBEPKe C UCIIO0Ib30BaHMeM (PUCKaTbHOTO HAKOTIUTENS U (V1K)
TeXHUYEeCKMX CPe/ICTB IPOBEPKY KO/ TPOBEPKM;

"JIeKapCTBEHHbIE ITpeIapaTsl, MAPKMPOBAHHbIE CPeICTBAMMU
uaeHTUGUKAIMU" - IeKapCTBeHHbIe MpernapaThl, Ha KOTOpble HAaHeCeHbI
cpencTBa UaeHTUGUKALMM U JOCTOBEPHbIE CBeeHMS (B TOM UMCIe
CBeJIeHMsI 0 HAHECEeHHbIX Ha HUX CPeACTBaX UAeHTUDUKAIIUY U (UITN)
MaTepualbHbIX HOCUTEJISIX, COIepsKalliX CPeaCcTBa UAeHTUDUKAIMN) O
KOTOPBIX B YCTAHOBJIEHHOM TOpSIAKe IepefaHbl B CUCTeMY MOHUTOPUHTA;

"MapKMpPOBKa YITaKOBOK JIEKAPCTBEHHbIX ITpernapaToB CpeaCcTBaMu
uaeHTU@UKAIMKU' - HaHeCeHMe CPeICTB UAeHTU(UKALIMY Ha BTOPUIHYIO
(MOTpebUTeNHCKYIO) YITAaKOBKY JIEKAPCTBEHHOTO Mperapara (a rnpu ee
OTCYTCTBUM - Ha MIEPBUYHYIO YITAKOBKY JIeKapCTBEHHOTO Ipernapara);

"omnycaHue JeKapCTBEHHOTO mpenapara’ - lepeyeHb XapaKTepUCTUK,
pasMelleHHbIX CyObeKTOM 0OpallleHNs IeKapCTBEHHbBIX CPEICTB B
COOTBETCTBYIOIIEM MH(MDOPMAIIMOHHOM pecypce, 06ecrednBamIeM yueT U
XpaHeHMe NOCTOBEPHBIX JaHHbBIX O TOBApax MO COOTBETCTBYIOIEIA
TOBApPHOJ HOMEHK/IATYpE;

"mepBMYHAs YIIAKOBKA JIeKapCTBEHHOTO Iperapara’ - CpeLCcTBO UIN
KOMILJIEKC CPeJiCTB, 00ecreunBaoUIMX 3alIUTY JeKapCTBEHHbIX MTperapaToB
OT MOBPEXIEeHMS U 0TePb, BO3EMCTBUSI OKPYKAIOIE Cpefibl,
3arpsI3HeHUI U UMeU X HellOCPeNCTBeHHbIV KOHTAKT C JIeKapCTBeHHbIMU
rpernapaTamu;

"perucTpaTop BhIOBITUS" - TEXHMUECKOE CPeCTBO MH(POPMALIMMOHHOIO
obMeHa, IpeJHa3HAYeHHOe I rlepeiauy B CUCTEMY MOHUTOPUHTA
CBeJIeHM1 0 BBIBOE 13 060pOTa JJeKapCTBEHHbIX ITperapaToB, BKIOYalolee
B ce0s1 ITporpaMMHO-aInapaTHoe mugpoBaabHOe (KPUIITOrpadyecKkoe)
TeXHMUYeCcKoe CpeCTBO IPOBEPKU KOJIOB IIPOBEPKM, B OTHOILIEHUI KOTOPOT'O
denepanbHOI CTykO07 6e3omacHocTH Poccuiickoit ®emepanyy BbIIaH



IOKYMEHT O er0 COOTBETCTBUM YCTAHOBJIIEHHBIM TPeOOBaHUSIM K
m1dpoBaIbHBIM (KpUIITOTpadmuecKuM) CpeACcTBaM 3aIUThl MHQOpMaLu,
JeICTBYIOIIMM B OTHOIIeHUY NG POBAIbHBIX (KpUNITOrpaduiecKmx)
CpenCTB, IpeHa3HAaUeHHBIX [JIS [IPOBEPKU KOJ0B MapKMPOBKM;

ab63ai1r yrpatui cuiy. - ITocranosienue IpaButenbctBa PO ot 20.03.2020 N
311;

"cpencTBO UAEHTUDUKALUN" - KOJ MapKUPOBKM, IIPeACTaBI€HHbIN B
MalIMHOYMTaeMo¥ hopme UK C UCIOJIb30BaHMEM MHOTO CpeiCTBa
(TEXHOJIOTMM) aBTOMATUUYECKOM uaeHTUdMKALMM, POPMUPYEMBbIii IS
HaHeceHUsI Ha BTOPUUHYIO (MTOTPeOUTENbCKYIO) YITAaKOBKY JIeKapCTBEHHOTO
rperiapara (B ciaydae ee OTCYTCTBUS - Ha TTIEPBUYHYIO YITAKOBKY
JIEKapCTBEHHOTO TIperapara) MeToAaMu, He IOy CKAIIVMU OTIe/TeHUSs
cpencTBa uaeHTUUKALMK U (MJIK) MaTepUaJbHbIX HOCUTEIEN,
coepyKalux CpeAcTBa MAeHTUUKAIINA, OT YITAaKOBKM JIEKAPCTBEHHBIX
rpenapaToB 6e3 ITOBPEXAEHMIA;

"cyObeKThbI 0OpaleHNs JIEKAPCTBEHHBIX CPEACTB" - IOPUAMUYECKIUE TUIIA U
MHOVMBUIYaIbHbIE [IPEeATIPUHUMATENN, OCYLEeCTBJISIONIME TPOU3BOICTBO,
XpaHeHue, BBO3 B Poccuiickyro @enepalinio, OTIYCK, peaan3alnio,
rnepenavy, NpuMeHeHue U repeaavy Ha YHUUTOXEHMeE JIeKapCTBEHHBIX
Iperaparos;

"TpeTnuyHas (TpaHCIOPTHAs) YITAaKOBKA JIEKapCTBEHHOTO TMperapara” -
YIIaKOBKa, UCTIOJIb3yeMasi [jisl XpaHeHMsI, IePeBO3KU U MepeMelleHUs
JIEKapCTBEHHOTIO Mperapara MekIy cyobeKTaMyu 00pale Hus
JIeKapCTBEHHbIX CPE/ICTB;

"YCTPOMCTBO pPeruCTpaluy SMUCCUN" - TEXHUYIECKOe CPeaCTBO
MHGOPMaIMOHHOTO 0OMeHa, TpeJHa3HauUeHHOe [IJIs TTOTy4YeHUsT KOJI0B
MapKMPOBKU U Mepeauy B CUCTeMY MOHUTOPUHTA CBeAeHII O
MapKMPOBKe YIIaKOBOK JIeKapCTBEHHBIX IIperapaToB CpeiCcTBaAMM
UIOeHTUPUKALMY, BBITTOTHSIOIee QYHKIINM TeXHUUECKOTO CpeicTBa
MPOBEPKM KOJa MMPOBEPKM, B OTHOIIIEHUY KOTOpoTo deepanbHO CITyRO071
6e3omacHocT Poccuiickoit @enmepaiiny BbIIaH JOKYMEHT O €r0
COOTBETCTBUM YCTAHOBJIEHHBIM TPEOOBAHMSIM K MIM(PPOBATbHBIM
(kpunTorpad®uyeckum) cpeCcTBaM 3allUThl MHOOpMAILUK, Ne/CTBYIOIIUM B
OTHOIIIeHMM MM PPOBATbHBIX (KPUIITOTpadUUeCKUX) CPeACTB,
MpeJHa3HAUYeHHbIX JIJISI TPOBEPKYM KOAOB MapKMPOBKH, JIMOO BKIIOYAlOIIee



B CBOJ COCTaB TEXHUYECKOE CPeCTBO IIPOBEPKM KOIOB IIPOBEPKU, B
OTHOIIIeHMM KOTOporo demepanbHOI CTy>k007i 6e30macHoCTM Poccuiickoit
@epepaliviy BbIIAH JOKYMEHT O €r0 COOTBETCTBUM YCTaHOBIEHHBIM
Tpeb6oBaHMUAM K MUDPOBaTbHBIM (KpUIITOTpadpuueckuM) cCpeicTBam
3aIUThl MHPOpPMALH, NeiiCTBYIOIMM B OTHOIIEHMUM MM POBATbHBIX
(kpunitorpaduuecknx) CpeacTs, MpegHa3HAUeHHbIX JJ1s1 IPOBEPKM KOJIOB
MapKUPOBKYU;

"pacoBka (yImakoBKa) JieKapCTBEHHOTO Mperaparta” - Mpou3BOACTBeHHAs
cTamyis, rpegycMaTpuBaolas rnoMelleHye JeKapCTBeHHOro Ipernapara B
IIePBUYHYIO YIIAKOBKY JIeKapCTBEHHOTO IIpernapaTa Wi BO BTOPUYHYIO
(MoTpebUTeNbCKYI0) YIIaKOBKY JIeKapCTBEHHOTO Mperapara;

a63ai1r yrpatui cuiy. - ITocranoBienue IpaButenbcTBa PO ot 21.07.2020 N
1079;

"9MUTEHT KOoJla AeHTUhUKAIMM TPETUYHOI (TPAaHCIIOPTHO) YITaKOBKU " -
CYyObeKT 0OpaleHMs JeKapCTBEHHbIX CPeICTB, OCYIIeCTB/ISIOINIA
dbopmupoBaHMe 1 HAHECEeHME KO/Ia UAeHTUDUKALIVU TPETUUHOMN
(TPaHCIIOPTHO) YITAKOBKM JIEKapCTBEHHOTO IpernapaTta Ha TPETUYHYIO
(TPaHCIIOPTHYIO) YIIaKOBKY JIEKAPCTBEHHBIX MTpeIapaToB;

"9MUTEHT CPeACTB MAeHTUDUKAIUN" - TPOU3BOIAUTE/b JIeKaPCTBEHHbIX
CpenCTB, OCYILeCTBISION U TTIPOU3BOACTBEHHYIO CTaauio GacoBKMU
(YIIaKOBKM) JIeKapCTBEHHOTO IIperiapara ¢ HaHeCeHVeM CpefCTB
UIEeHTU(PUKALMY Ha BTOPUYUHYIO (TIOTPEOUTETHCKYIO) YITAKOBKY
JIeKapCTBEHHOTO Iperapara (a IIpyu ee OTCYTCTBUMU - HA IIePBUYHYIO
YITAaKOBKY JIEKAPCTBEHHOTO Iperapara), - pyu Mpou3BOACTBE
JIeKapCTBEHHOTO Mpenapara Ha Tepputopun Poccuiickoit ®emepaunn, uian
JepskaTesib JIMOO Bjaesiel perucTPalyiOHHOIO YI0CTOBEpEeHS
JIeKapCTBEHHOTO Iperapara (gajjee - perucTpalMoOHHOe YA0CTOBepeHue) -
TIpU TIPOU3BOACTBE JIEKAPCTBEHHOTO IperapaTa BHE TEpPUTOPUN
Poccuiickoit ®enepauiint, Wiu rpencTaBUTeIbCTBO UHOCTPAHHOM
OopraHmusanum Ha Tepputopum Poccuiickoit @enepaiinn, SBsOencs
IlepskaTesieM 100 BIaeblieM PETUCTPAIMOHHOTO YAOCTOBEPEHMSI, - TIPU
MMPOM3BOACTBE JIEKAPCTBEHHOTO ITpernapaTa BHe Tepputopuu Poccuiickoi
denepaiunu.

II. XapakTepuCTUKM CPeaCTBA UAEHTUDUKALIMN, TIOPSTOK €ro
HaHeceHUsI ¥ TpeOOBaHMS K CTPYKType U hopMaTy MHbopMaimu,



KOTOPYIO COJIEPKUT CPeaCTBO UAeHTUDMKAIIUYI

3. CpencTBo uaeHTUGMKAIIMY TP HAHECEHUYM Ha BTOPUYHYIO
(MoTpebuUTeNbCKYIO) YITAaKOBKY JIeKapCTBEHHOTO Mperapara (B cayuae ee
OTCYTCTBMSI - Ha IEPBUYHYIO YIIaKOBKY JIeKapCTBEHHOTO ITperapara)
COOTBETCTBYET CJIeAYIOIIMM XapaKTepUCTUKAM:

a) IBYXMEPHBII WITPUXOBOI KOJ, HAHOCUTCS TOUEYHBIMU CMMBOJIAMU B
COOTBETCTBUM C TPeOOBaHMSIMM HALIMOHAIBHOTO CTaHaAapTa Poccuitckoii
®enepauyn ('OCT P UCO/MBK 16022-2008 "ABTOMaTMUeCKas
npentudukanys. Koguposanme mrpuxopoe. CrienyduKamys CMMBOIUKA
Data Matrix"), KOTOpbIl yTBepKaeH nprKa3zom @emepasbHOTO areHTCTBA IO
TEXHUUYECKOMY PeryJiMpoBaHUI0 U METPOJIOTUH;

6) IBYXMepHBIi ITPUXOBOI KOA HAHOCUTCS C YpOBHEM Kiacca KauectBa C
MJTY BBIIIIE B COOTBETCTBUM C TPeOOBAHUSMM HAI[MOHAIBHOTO CTAaHIapTa
Poccuiickoit @enepauymn (TOCT P UCO/M3BK 15415-2012
"MHpopMalLoHHbIe TeXHOMOTUN. TeXHOIOTM aBTOMAaTUUeCKO
upeHTUUKaIMM 1 coopa gaHHbIX. CriennbuKaLuys UCIBITAHMU CMMBOJIOB
LITPUXOBOIO KOZA [JIS1 OLlEHKM KayecTBa nevatu. [IBymepHble CMMBOJIbL"),
KOTOPBI yTBepKIeH Mpuka3zoM deepaibHOrO areHTCTBA MO
TeXHUYECKOMY PeryJiMpoBaHUIO Y MEeTPOJIOTUN;

B) ABYXMEPHBIN IITPUXOBOI KOJ HAHOCUTCS MeYaThiO C UCIOIb30BaHUEM
MeToga Koppekiyy om0k ECC-200 B cOOTBETCTBMM C TPe6OBaHUSIMU
HalMoHanbHOTro craHaapTa Poccuiickoin ®epgepaunm ('OCT P MCO/M3K
16022-2008 "ABTOMaTHuecKast umeHTUGMKausa. KogupoBaHue mTPUXOBOE.
Crneundukanus cumBoanky Data Matrix"), KOTOpbIi yTBEPKIEH MPUKA30M
@enepabHOTO areHTCTBA 110 TEXHUUYECKOMY PeryJaupoBaHMUIO U
MeTPOJIOTUH;

I) IpM HaHeCeHUM CpeiCTBA UIeHTU(MKAIMM JIeKapCTBEHHOTO MpenapaTa
ucroyib3yetcs ASCII koaupoBaHue Ha OCHOBE HAIlMOHAIbHOTO CTaHaapTa
Poccuiickoit ®enepauyuu ('OCT P UCO/M3K 16022-2008 "ABTOMaTH4ecKas
uneHTudukanus. Koguposanue mrpuxonoe. Crierudukanms CMMBOIUKA
Data Matrix"), KOTOpbIN yTBEpPXKAEH Ipukasom ®@enepaibHOro areHTCTBa I0
TEXHUUYECKOMY PeryjMpoBaHUI0 U METPOJIOTUNA.

4. CBemeHus, comepKaliuecs B CpecTBe UAEHTU(PUKALMY, HAHOCSITCS
MPOM3BOIUTENIEM B BUIE IBYXMEPHOTO HITPMUXOBOTO KOA METOIaMMU



revyaTy Ha BTOPUYHYIO (TTOTPeOUTENbCKYI0) YIIAaKOBKY JIEKapCTBEHHOTO
rperiapara (B caydae ee OTCYTCTBMS - Ha TTIEPBUYHYIO YITAKOBKY
JIEKapCTBEHHOTO TIperapara) Uiu revyaT Ha MaTepuaibHbIil HOCUTEIb
(3TUKeTKY), He OONyCKAIIMI OTAeeHNUsI MaTepualbHOr0 HOCUTe,
coJiepsKalero cpeacTsa uaeHTuduUKanm, OT yakoBKY JieKapCTBEHHOTO
rperapaTa 6e3 MoBpeXIeHMUIA.

B ciyuae BBo3a B Poccuiickyio @emepalinio Impy Npou3BOICTBE BHE
Tepputopum Poccurickoit @enepaunm (3a UCKIIOYEHMEM JIEKAPCTBEHHBIX
rperapaToB, BBO3MMBIX M3 FOCYHapCTB - WieHOB EBpasuitckoro
3KOHOMMYECKOr'0 C0103a) IMapTuM JIeKapCTBEHHOTO IIperapara JoImyCcKaeTcs
HaHeCeHMe NBYXMEPHOTrO LWITPUXOBOro KOJa METOLOM leyaTu Ha
MaTepuaabHbIi HOCUTEJb (3TUKETKY), HEe NOIMYCKAIIIUM OTAe/eHUS
MaTepuaabHOrO HOCUTENS (9TUKETKM), COAEpsKalllero CpeicTBO
MIOeHTUGUKALMYA, OT YITAKOBKM JIEKapCTBEHHOTrO Ipernapara 6e3
TMOBPEXIEHNI, C MMOCJIeAYIONIMM HaHECEHMEM MaTepUaIbHOTO HOCUTEIIS
(9TMKETKM) Ha BTOPUUHBIE (MTOTPEeOUTENTBCKIE) YITAKOBKY JIEKAPCTBEHHOTO
rperiapara (B ciy4dae UX OTCYTCTBMUS - IePBUYHbIE YITAKOBKM
JIeKapCTBEHHOTIO IIpeliapaTa) Ha TaMOXeHHOM CKjaze, afpec KOTOPOro
YKa3aH B KaueCcTBe aJpeca MeCTa OCYyIeCTBIeHUS NesTeIbHOCTU B
NMULeH3UM Ha ¢papmMalleBTUUECKYI0 JesTebHOCTh OpTaHu3alun,
OCYILLIECTBIISIIONI eI ONITOBYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPeACTBAMM.

5. Uadopmartiusi, comepskaniasicst B Cpe/icTBe uaeHTUGUKAIIUY, UMeeT
CJIeIYIONIYIO CTPYKTYPY:

Npu3HaK cuMBoIMKY Data Matrix - cMBOJI, UMeIOIIMIT Ko 232 B Tabuie
cumBoJioB ASCII;

repBasi TPyIIa JaHHbIX - TII00abHBIN UAeHTUHOUKALVOHHBI HOMED
TOPTOBO¥ eIMHUIIBI, COCTOSIINI 13 14 1MPPOBBIX CUMBOJIOB, KOTOPOMY
npeaiiectsyeT uaeHtTudukarop npumenenus (01);

BTOpas IPYyIINa JAaHHBIX - UHAUBUAYAIbHBIV CEPUITHBIN HOMEDP TOProBOit
eIVHUIIbI, COCTOSIINI 13 13 cMMBOIOB LIM(PPOBOI MM GYKBEHHO-

111G POBOI ITOC/IeIOBATENBHOCTH (JITATUHCKOTO aidhaBUTa), KOTOPOMY
npenliecTByeT uaeHTU@UKaTOp npuMeHenus (21). 3aBepiaronum
CMMBOJIOM [1J151 9TOW TPYIIIbI JAHHBIX SIBJISIETCS CIIELMaTbHbIA CMMBOJI-
paszenuresib, UMeronuit Koa 29 B Tabauite cumposioB ASCII, vty cuMBO
OVYHKLUA 1 (FNC1);



TPeThsI TPYMIA JAHHBIX - UAEHTUDUKATOP (MHAUBUIYATbHbI TTOPSIKOBDIN
HOMep) KJoua IPOBepKH, MpeA0CTaB/IsieMblii SMUTEHTaM CpenCTB
MIeHTUdUKALMM OTIepaTOPOM CUCTeMbl MOHMTOPUHTA B COCTaBe Kojia
IIPOBEPKU B COOTBETCTBUMU C HACTOSIIUM [TonoxkeHnem, COCTOSIIUIA U3 4
CMMBOJIOB (IIM(P, CTPOUYHBIX M IIPOIMCHBIX OYKB JJATMHCKOTO ajiaBuTa),
KOTOpPOMY TpeJIlecTBYeT uaeHTubmUKaTop npumenenus (91).
3aBepIIaIIMM CMMBOJIOM [JIS1 3TOV IPYIIIIbI JAHHBIX SIBJISETCS
CIeLaJIbHbIN CUMBOJI-pasae/UuTelb, UMeIOIInii Ko 29 B Tabauie
cumBonoB ASCIL, minm cumBosn ®YHKIUA 1 (FNC1);

yeTBepTas rpyIia JaHHbIX - 3HaueHMe KoJia MPOBepKH, IpeaocTaBsieMoe
SMMTEHTaM CpeJICTB UAEeHTUDUKALMM OIIePaTOPOM CHUCTEMbBI MOHUTOPYMHTA
B COCTaBe KOJia IPOBEPKM B COOTBETCTBMM C HacToSIIMUM IlososkeHneM,
KOTOPOMY IpeJIlecTBYeT uaeHTUbMUKaTop mpumeHeHus (92), u coctosiiee
13 44 cuMBOJIOB (IIMDP, CTPOUHBIX U MIPOMMCHBIX OYKB JIATMHCKOTO
andaBuTa, a TaKKe CIelMaabHbIX CUMBOJIOB).

A63a1bl ceabMOit - IeCSThIN YTpaTWiIn cuiy. - [locTaHOBJIEHME
[TpaButennctBa P® ot 30.08.2019 N 1118.

['pynribl JaHHBIX JOJDKHBI PACIIONaraTbCs OC/AeL0BaTEeNbHO - OT IIepPBOM K
YeTBEepTO.

NupuBuayanbHbli CepUNHBIIN HOMEP TOPrOBOM eUMHUIIbI TeHEPUPYETCS C
yueToM 0b6ecrieyeHus ero YHMKaJIbHOCTH JIJISI K&KA0TO I71I06aIbHOTO
MUIeHTUUKAIMOHHOTO HOMepa TOPTroBO¥i eIMHUIIbI B TeUEHMEe BCEro CpoKa
(GYHKIMOHMPOBAHUS CYCTEMbI MOHUTOPUHTA.

'nobanbHbIi MAeHTUOUKALMOHHBI HOMeD TOPTOBOV e JMHUIIbI U
MHIVBUAYATbHbIV CEPUITHBIIE HOMeDP TOPrOBOI e AMHUIIbI IyOIMPYIOTCS B
BIJIe UMTAeMOr0 [1e4aTHOTO TeKCTa.

[11. TTopsimoK mosiyueHUsI KOAOB MapKMUPOBKM, HOPMIUPOBAHUS
KOZIOB MAeHTUDUKALUY TPETUUHOI (TPAHCIIOPTHOI) YIIaKOBKU
JIeKapCTBEHHOTIO Iperapara 1 X perncTpaumnmn
B C/CTeMe MOHUTOpPUHIa

6. HO]IY‘-IEHI/IE SMUTEHTaMU CpeaCTB I/I,ILGHTI/I(I)]/IK&I_II/II/I OT oIiepaTopa
CUCTeMbl MOHUTOPMHTA KOOJOB MaPKMPOBKM OCYIIECTBJIAETCA C
MCIIOJIb30BaHMEM YCTpOﬁCTB peructpauun SMUCCUNA.



7. DMUTEHT CpeJCTB UAeHTUGUKALMM, 3aPETUCTPUPOBAHHBIN B CUCTEME
MOHMUTOPMHTIA, IIpeaCTaBIseT OepaTopy CUCTeMbl MOHUTOPMHIA 3asBKY Ha
IOJIy4eHye KOLOB MapKMPOBKA. 3asBKa HaIpaB/seTCs I0CPeLCTBOM
MCIIOIb30BaHMS YCTPOMCTB perucrpauyu ammuccun. [Ipu atom
B3aMMO/IeJICTBIME YCTPOWCTB perucTpanum SMUcCum ¢ MHGOPMalOHHbIMU
cUCTeMaMU IMUTEHTA CPeJCTB UAeHTUhUKALUY OCYILeCTBIISIETCS C
MCII0b30BaHMeM (GOpPMAaTOB JaHHbIX, pa3MelllaeMbIX OIIepaTOPOM CUCTEMBI
MOHUTOPMHTA Ha 0QUIMATIBHOM caiiTe oriepaTopa CUCTeMbl MOHUTOPUHTA B
MHGOPMAaIMOHHO-TeIeKOMMYHUKAIIMOHHO ceTu "MIHTepHeT". 3asgBKa Ha
I10JIy4eHye KOLOB MapKMPOBKY COLEPKUT:

a) KoJ uaeHTUPUKALMYU B ciiydyae GOpMUPOBAHMSI MHIANBUAYATbHOTO
CepUItHOr0 HoMepa TOPTOBOit eAVMHULIBI IMUTEHTOM CPeJCTB
uaeHTUudUKaIUK;

0) r7106aIbHBIN MAeHTU(GMKAIVOHHBIA HOMEp TOPrOBOi e IMHUIIBI U
KOJIMYECTBO MHAUBUIAYATbHbBIX CEPUITHBIX HOMEPOB TOPTOBOJ €IVHULIBI B
crydae GopMMUpOBaHMS MHAMBUAYATbHOTO CEPUITHOTO HOMEepa TOPrOBOIA
eIVHUIIBI OTIEPATOPOM CUCTEMbI MOHUTOPUHTA.

8. Kog mapkupoBKy opmMupyeTcst orepaTopom CUCTEMbI MOHUTOPUHTA
ITyTeM MPUCBOEHMS KOAOB IMPOBEPKM IJIsT KasKA0T0 Kojla UAeHTUGUKAILIUY U
BKJIIOUAETCS B peeCTp CPeaCTB MAeHTUhUKALIMY OIlepaTopa CUCTEMBI
MOHUTOPMHTA.

OmepaTop cuCcTeMbl MOHUTOPMHTA He TTO3/IHEee 2 4acoOB C MOMEHTA
MoJTydeHMsI 3asIBKM Ha MoJTyuyeHre KOJI0B MapKUPOBKY HaIIpaBJsieT
SMUTEHTY CPeJICTB UAEHTUOUKAIIMY CITMCOK ChOPMUPOBAHHBIX KOLOB
MapKUPOBKMA.

8(1). DMuUTEeHTaM CpeJCTB UAeHTUDUKAIMM OTKA3bIBAETCS B BbIZaue KOJ OB
MapKUPOBKMU I10 CJIEAYIOUIMM ITPUUMHAM :

a) OTCYTCTBHME B 3ad4BKe Ha ITOJIydeHMe KOOOB MapKMPOBKUA CBQ}IGHMVI,
npeayCMOTPEHHBIX ITYHKTOM 7 HaCTOSIIIEro HOJ’IO)KQHI/IH;

0) OTCYyTCTBME CBeAEHMIT O perucTpaluuy SMUTEHTA CPeJICTB
MOeHTUGUKALMY B CUCTEME MOHUTOPUHTA;

B) OTCYTCTBMeE y OIlepaTopa CMCTeMbl MOHUTOPUHTA CBeieHu it 06
YCTPOJCTBE PETUCTPAIUY IMUCCUU, C UCIIOb30BaHMEM KOTOPOTO



HallpaBJieHa 3dsBKd Ha IMOJIy4YeHME KOJOB MadPKMUPOBKU;

) HUIM4YMe paHee 3aperMCTPUPOBAHHbBIX B CUCTEMe MOHUTOPUHTA
CBeeHMi1 0 KoJie aeHTUduUKauum, NpeCcTaBIeHHOM B COOTBETCTBUM C
TOATIYHKTOM "a" TyHKTa 7 HacTosuero [lomoxxenns;

II) OTCYTCTBME B CMCTEME MOHUTOPUHTIA CBeJIeHII O INI06a/IbHOM
UIeHTU(PUKALVMOHHOM HOMEepPe TOPTOBO e IMHUIIbI, IIPeICTaBIEHHOM B
COOTBETCTBUM C MOJAMYHKTOM "0" IMMyHKTa 7 HacTosIero [TosoxeHus.

9. Onepatop cMCTeMbl MOHUTOPMHTA OOecrieurBaeT MoryueHne
SMUTEHTaMU CPeCTB UAeHTU(DUKALMY KOJLOB MapKMPOBKY ITOCPEACTBOM
OCHaIlleHUSI SMUTEHTOB CPeJICTB UAEHTUDUKAIUY YCTPOIICTBAMU
perucTpaunm SMUCCUN.

OcHalleHye SMUTEHTOB CPeJCTB UAeHTUDUKALIUK YCTPOIICTBAMU
perucTpauyuy sMUCCUN, BKIOYast obecrieyeHue y1aJeHHOTO JOCTyIa K
YCTPOICTBY perucTpanuy SMUCCUY, pa3MellleHHOMY B MH(PpacTpyKType
omepaTopa CUCTeMbl MOHUTOPUHTA, OCYIIECTBISIETCS] OIIePaTOPOM CUCTEMBI
MOHUTOPMHTa Ha 6€3B03Me3HO OCHOBe. B 1ie/Is1X TaKOTO OCHAaLeHMUS
SMUTEHT CpeJCTB UAeHTUDUKAIMM 3aK/TI0UaeT C OIepaTOPOM CUCTEMBbI
MOHMTOPVMHTA LOTOBOPBI, COAEPKAILNE B TOM UMCIIe YCIOBUS
MpeJoCTaBIeHys] YCTPOMCTBA PETUCTPALMY SMUCCUY U €70 PerIaMeHTHOTO
o6cTy>kMBaHMsI Ha 6e3BO3Me3IHOY OCHOBE WK YCIOBUSI OKa3aHUS YCIYTU
I10 [IPeOCTaBIeHNIO YCTPOICTBA PeruCTpanyy SMUCCUM, pa3MeLleHHOTO B
MHGPaCTPYKType olepaTopa CUCTeMbl MOHUTOPUHTA, TyTeM
IpefoCcTaBlIeHNs YOaJTeHHOTo JOCTyIa K HeMy Ha 6e3B03Me3HO OCHOBe.
Pemrenue o Bbi6ope criocoba ocHalleHUs] TPUHUMAETCS SMUTEHTOM CPeJICTB
uneHTU@ukauu. Tunosas opma yka3aHHBIX JOTOBOPOB YTBEPXKAAETCS
MuHMCTEPCTBOM IIPOMBILIJIEHHOCTU U TOProBiau Poccuiickoit @enepanumt.

OcHallleH/ie SMUTEHTOB CPelICTB UAeHTU(MKaLMM, He TIPY3HaBaeMbIX
HaJIOrOBbIMU pesumeHTamu Poccuiickon @enepaiium U He UMEIOIINUX
MpeCTaBUTENbCTB HA TeppuTopum Poccuiickon ®@enepaniyiy, yCTpOCTBAMU
perucTpauum SMUCCHUM, a TAKKe 3aKI0UYeHMe JOTOBOPOB C OIlepaTOPOM
CHCTEeMbI MOHUTOPMHTA, ITPelyCMOTPEHHBIX a063a1[eM BTOPHIM HACTOSIIIETO
ITYHKTA, MOTYT OCYIIECTBJISIThCS Uyepe3 YIIOJTHOMOUYEHHOTO MpeCTaBUTE .

9(1). DMUTEHT CpeaCTB UAEHTUUKALMY ITOC/Ie TIOyUeHMsI Koia
MapKMUPOBKM obecrieunBaeT ero mpeobpa3oBaHue B CPeICTBO



uneHTudUKaLMY, HAHECeHe CPeiCTBA UAeHTUGUKauuM Ha BTOPUYHYIO
(MTOTpPebuUTENbCKYI0) YIIAKOBKY JIeKapCTBEHHOTO ITpernapara (a rmpu ee
OTCYTCTBMM - Ha IIEPBUUYHYIO YIIAKOBKY JIEKapCTBEHHOTO ITpernapara) Ujin Ha
MaTepuaJbHbI HOCUTEJb (3TUKETKY) U IlepesaeT B CUCTeMy MOHUTOPUHTA
CBeleHMsI O HaHeCeHUU CpefCcTBa UAeHTUDMKAIUYU B COOTBETCTBUMA C
a63alieM MepBbIM ITyHKTA 35 MM MyHKTOM 36 HacTosiiero [TonoskeHnst He
MO34Hee HACTYIUIeHNS OGHO U3 C/IeNyLINX AaT:

BBOJ, B 000pOT JIeKapCTBEHHOTO ITpernapara, Ha yIaKOBKY (3TUKETKY)
KOTOPOT0 HaHeCeHO CPeCTBO uaeHTUdUKaIu, mpeobpa3oBaHHOE U3
COOTBETCTBYIOILLEro KOJa MapKMPOBKY, IIPU IPOMU3BOLCTBE JIeKapCTBEHHbIX
rperiapaToB Ha Tepputopuu Poccuiickoit @enepaunm;

JOCTaBKa JIeKapCTBEHHOTIO Mperapara B MeCTO MPUOBITHS Ha TePPUTOPUNA
Poccuiickoit ®enepauiyy 1 mogauy TaMOXKEHHON JleKaapalyy Ha TOBAphl B
MpOLIeAYPE BBIITYCKA IJISI BHYTPEHHEro MOoTpe6aeHUs WM ITOgaun
TaMOXXEHHOJ JeKIapaluy Ha TOBaphbl B IIpOLielype BbIITyCKa OJ1s
BHYTPEHHETro MOTpe6/IeH s JIEKapCTBEHHOTO MpelapaTa, MapKMPOBAaHHOTO
Ha TAMOXXeHHOM CKJIajJie B COOTBETCTBUM C aG3alleM BTOPbIM ITYHKTa 4
Hacrosero IonoxkeHns, IIpyu MMPOU3BOACTBE JIeKAPCTBEHHbIX ITpeIapaToB
BHe Tepputopuu Poccuiickoit ®egepanyu (3a MCKIIOUYEHMEM
JIeKapCTBEHHBIX TIPernaparoB, BBO3UMBIX U3 TOCYIApPCTB - YWIEHOB
EBpasuiickoro 3KOHOMMUYECKOro CO3a);

BBO3 B Poccuiickyto @enepaninio Ha papmaiieBTUUECKUit CKIa,
JIeKapCTBEHHOTO Mpenapara IIpu IPou3BOACTBE JeKapCTBEHHBIX
rnpenapaTtoB BHe TeppuTopumn Poccuiickoit @enepanium - B OTHOIIEHUM
JIEKapCTBEHHBIX ITPenapaToB, BBO3VMBIX 13 TOCYIApCTB - YWIEHOB
EBpa3sniickoro sKOHOMMYeCKOTO COm3a.

OruiaTa ycJIyru 1o IpeaoCcTaBJIeHUI0 KOa MapKUPOBKY OIlepaTopy
CUCTE€MbI MOHUTOPUHTA, IIPeIYyCMOTPEHHAS [1OCTAaHOBJIEHEM
[TpaBuTenbcTBa Poccuiickoit ®epepanyuy ot 8 mast 2019 1. N 577 "0O6
YTBEPXKIEHUM pa3Mepa IIaThl 38 OKasaHue yCIyT 10 MPegoCTaBIeHUI0
KOJIOB MapKUPOBKM, HEOOXOAMMBIX JIJIsT POPMMUPOBAHUS CPEICTB
uaeHTUGUKALIMM U 00ecredeHss MOHUTOPMHTA IBVSKEHMSI TOBapOB,
MojIeKaluX 00s13aTeIbHOM MapKUPOBKe CpeaCcTBAMU UAeHTUPUKALMN, a
TaKKe O MOopsiaAKe ee B3IMMaHUA ", IPOU3BOAUTCS SMUTEHTOM CpPeJiCTB
MaeHTUUKALMK 10 AAThI TTOTYyUYeHMS KOJla MapKUPOBKY MK B TeueHue 180
KaJIeHJaPHbBIX JHEe ¢ AaThl MOTy4eHMS KOJla MapKMPOBKM, HO He TTO3Hee



HaCTYIIVICHUA O,Z[HOI>JI 3 dieayrommnx gaT:

BBO/JI B 000pOT /IeKapCTBEHHOTO Tpernapara, Ha yIIakKoBKY (3TUKETKY)
KOTOPOT'0 HAHECEHO CPeICTBO UAeHTUGUKALIMMA, TPeodpa30BaHHOE U3
COOTBETCTBYIOILEr0 KOJa MapKUPOBKM, IIPU IPOMU3BOICTBE JIEKAPCTBEHHbIX
IperiapaTtoB Ha TeppuTopum Poccuiickoin ®emepaiinm;

IIOCTaBKa JIeKapCTBEHHOTO ITperapaTa B MeCTO IMPUObITHSI HA TePPUTOPUN
Poccuiickoit ®enepativiu 1 mogauyu TaMOXEHHON JeKaapaluu Ha TOBAphl B
MpoIeIype BhITYCKa JJIsI BHYTPEHHEro MoTpe6aeHus Uiy Iogaumn
TaMO>XXEeHHOJ leKIapaluy Ha TOBaphl B IIpoLielype BbIITyCKa JJ1s
BHYTpeHHero MmoTpe6yieHMs ieKapCTBEHHOTO MpeliapaTa, MapKMPOBaHHOTO
Ha TAMOXXeHHOM CKJIaJle B COOTBETCTBMM C ab3a1ieM BTOPhIM ITyHKTa 4
Hacrosiero [onoxkeHns, TIpu MMPOU3BOACTBE JIEKAPCTBEHHbBIX ITPerapaToB
BHe Tepputopuu Poccuiickoin ®egepanyn (3a MUCKIIOYEHMEM
JIeKapCTBEHHbIX MPernapaToB, BBO3MMBbIX U3 FOCYIapPCTB - YIEHOB
EBpasuiickoro 3aKOHOMMYECKOro C0103a);

BBO3 B Poccuiickyio ®enepannio Ha (papmaneBTUUECKNUi CKIa
JIeKapCTBEHHOTO Iperapara Ipy MPou3BOCTBE JIeKapCTBEHHBIX
rnpenaparoB BHe TeppuTopum Poccuiickoit @enepaiiumt - B OTHOIIEHUM
JIEKapCTBEHHBIX TIPEernapaToB, BBO3UMBIX U3 TOCYIapCTB - YWIEHOB
EBpasuitckoro 3KOHOMMUYECKOro CO3a.

IIpu 3TOM OMEepaTop CUCTEMBI MOHUTOPUHTA PETUCTPUPYET (BHOCUT) B
cucTeMe (CUCTeMy) MOHUTOPUHTA MH(OpPMAaLMIo O HAaHeCeHUM CpeACcTBa
UaeHTUPUKALMY, YKa3aHHYI0 9MUTEHTOM CPeICTB UAeHTUDUKAIUN B
CBeJIeHMSIX O HAaHeCeHUM CPeACTBa UAeHTUDUKALINHA, TTOC/Ie TTOTyUeHUS
OTUIAThI YCJTYTU T10 TIPeIOCTaBIeHUI0 KOJIa MapKMPOBKM, TPeobpa30BaHHOTO
B COOTBETCTBYIOIIee CPeACTBO UAeHTUDUKAIUMA.

Pemenne o BbI60p€ crioco6a omIaThl YCJIIYIU 110 ITpeaoCTaBJIEHMIO KOda
MAapKMUPOBKU IIPMHMMAETCA SMUTEHTOM CPEICTB I/I,[LGHTI/I(];)]/IK&HI/II/I.

B ciyuae eciiu omiaTta ycayTy IO MpeoCTaBlIeHNIo KoJa MapKUPOBKIU
OCYIIIeCTBIISIETCS SMUTEHTOM CPeICTB MAeHTUDUKALUA 10 TIpeICTaBIeH s
MM B CMCTEMY MOHUTOPMHTIA CBeIeHNIT 0 HAaHEeCeHUM CpeiCTBa
naeHTUUKALMM, IPeoo6pa3s0BaHHOTO U3 COOTBETCTBYIOIIEro KoAa
MapKMPOBKM, TaKasl ycayra MpM3HAETCs OKa3aHHOI OIepaTOpOM CUCTEMBI
MOHUTOPMHTA B MOMEHT MOJIyYeHUSI SMUTEHTOM CpPeJiCTB UAeHTUPUKALUN



OINIaY€HHBIX KOO OB MapPKMPOBKU.

B ciryyae eciv oruiaTa yeayTy 0 MpeoCcTaBAeHM 0 KOAa MapKUPOBKHU
OCYILIeCTBJISIETCSI IMUTEHTOM CPEeNICTB UAEHTUDUKAIMA TTOCTIe
TpeJCTaBJIeHMs] UM B CUCTEMY MOHUTOPMHTA CBeIeHMIT 0 HaHeCeHUM
cpencTBa UAeHTUUKALWY, TPe0OPA30BAaHHOTO U3 COOTBETCTBYIOIIETO KOIa
MapKMPOBKM, TaKasl yCJIyra MpU3HaeTcss OKa3aHHO OIepaTopoM CUCTEMBI
MOHMTOPMHTA B MOMEHT perucTpanym (BHeCeHMsI) OIlepaTopoOM CUCTEMbI
MOHMTOPMHTA B CUCTEME (CUCTeMY) MOHUTOpUHTA MHDOpMaLu,
cofiepskalieiicsl B CBeIeHMSIX 0 HAaHEeCeHUM CpeICTBa MAeHTUDUKAIINMA,
peo6pa3oBaHHOIO U3 COOTBETCTBYIOLIETO KOA MAaPKUPOBKM.

B cirydae eciiv B COOTBETCTBUM C MIOCTaHOBIeHMeM [IpaBuTenbcTBa
Poccuiickoit ®emepanyy ot 8 mast 2019 r. N 577 "O6 yrBepskaeHuu pasmepa
TJIaThI 32 OKa3aHMe yCJIYT 0 MpeIoCTaBIeHII0 KOAOB MapKUPOBKMU,
HeO0OXOIMMBIX A1 QOPMUPOBAHMS CPEACTB UACHTUDUKALIUN U
obecreueHNsI MOHUTOPYMHTA ABVKEHMS TOBAPOB, MOAJIEXAIINX
06s13aTeIbHOV MapKUPOBKe CpeICTBaMM MAeHTUPUKAIINY, a TAKKE O
MOpsIIKe ee B3MMaHus" yciyra Io IpenoCcTaB/lIeHNI0 KOLa MapKUPOBKY He
TOJJIESKUT OIIaTe, SMUTEHT CPEICTB UAEHTUMUKALIMN TTOCIIE TOTyIeHNS
KOJla MapKMPOBKYM 0OecIieurBaeT ero mpeoopasoBaHme B CPeICTBO
uaeHTUdUKaIMM, HaHeCeHe CpeiCTBA UAEHTUMUKALIMY HA BTOPUYHYIO
(MMOTpe6UTENTHCKYIO) YITAaKOBKY JIEKAPCTBEHHOTO Mperapara (a Ipu ee
OTCYTCTBUM - Ha IIEPBUUHYIO YIIAKOBKY JIEKapCTBEHHOTO ITpernapara) Ujin Ha
MaTepuasabHbIi HOCUTEJb (3TUKETKY) U B TeueHue 180 KaseHAapHbIX JHeN
repefaeT B CUCTEMY MOHUTOPUHTA CBeeHMSI O HAHECEHUU CPeNCTBa
UIeHTU(GUKAIMY B COOTBETCTBUM C ab3alieM IepBbIM ITYHKTA 35 M
ITYHKTOM 36 HacTosiero ITosoxkeHns:, HO He TI03Hee HAaCTYIUIeHUS OJHOMI
"3 CJIeOYIOIMX IaT:

BBO/JI B 000POT JIEKAPCTBEHHOIO IIpernapara, Ha YIIaKOBKY (3TUKETKY)
KOTOPOTO HaHeCeHO CpeJiCTBO MUeHTUMKaALMH, Ipeodpa3oBaHHOe U3
COOTBETCTBYIOILLEr0 KOJa MapKUPOBKM, IIPU IPOMU3BOACTBE JIeKapCTBEHHbIX
IperiapaToB Ha TeppuTopumn Poccuiickoin @emepaiinm;

JIOCTaBKa JIEKapCTBEHHOTO MperapaTa B MeCTO IMPUOBITHSI Ha TEPPUTOPUA
Poccuiickoit ®emepanyy 1 mogauy TaMOKEHHO JTeKIapali Ha TOBaphl B
MpoIleIype BBITYCKa JJIsi BHYTPEHHEro MoTpe6IeHNs My IToAaun
TaMOXEHHOJ IeK/Iapaly Ha TOBAphl B IIPOLIeAYPe BhIITYCKa IJISI
BHYTPEHHETr0 IOTpe6IeH s JIeKapCTBEHHOTO MperapaTra, MapKMPOBaHHOTO



Ha TAMO>XeHHOM CKJIaJie B COOTBETCTBMM C ab3a1ieM BTOPbIM ITyHKTa 4
Hacrosiero [losoxkeHns, IIpu IPOU3BOACTBE JIEKAPCTBEHHbBIX ITPerapaToB
BHe Tepputopuu Poccuiickoin @enepanun (3a UCKIIOUYEHUEM
JIeKapCTBEHHbIX MIpernapaToB, BBO3MMBbIX U3 FOCYLapPCTB - YI€HOB
EBpa3niickoro 95KOHOMMYECKOTO CO1034a);

BBO3 B Poccuiickyio @enepaiiio Ha papmalieBTUUeCKuii CKIa
JIeKapCTBEHHOTIO IIperapara py Npou3BOLCTBe J1eKapCTBEHHbIX
IperniapaToB BHe Tepputopuu Poccuiickoit @enepauiuyt - B OTHOILIEHUY
JIeKapCTBEHHBIX IIpernapaToB, BBO3MMBIX U3 FOCYAapPCTB - YWIEHOB
EBpasuiickoro 3KOHOMMUYECKOro Co3a.

9(2). Kozbl MapKMPOBKY aHHYIUPYIOTCS B CJEAYIOMINX CITyYasix:

a) HapylIlleH yCTaHOBJIEHHbII ab3aliaMu MSIThIM - BOCbMbIM ITyHKTa 9(1)
HacTosiiero ITososxkeHMsT CPOK OTLIATHI YCIIYT IO MpeoCTaB/IeHNI0 KoJa
MapKUPOBKY;

0) HapyIlleH YCTaHOBJIEHHbIN ab3a1jaMy ITepBbIM - UETBEPTHIM U (MJIN)
TPUHAALATBIM - IECTHAAATBIM ITyHKTA 9(1) HacTosiero ITosoxkeHns: CPOK
repefauu CBeJEeHUI B CMCTEMY MOHUTOPUHTA O HAHECEHUM CPECTB
UIeHTUGUKALN.

9(3). B peructpanuuu B CuCTeMe MOHUTOPUHTA CBEIEHUI O HAHECEHUN
cpencTB UAeHTUGUKAIIMY OTKA3bIBAETCS I10 C/IeAYIOMMM ITPUUYMHAM

a) OTCYTCTBME KOJIOB UAeHTU(PMUKALIUY, YKA3aHHBIX B CBEJE€HUSIX O
HaHeCeHUU CPe/ICTB UAeHTUDUKAIMY, B peecTpe CpeJCTB uaeHTuduKamun
orepaTopa CUCTeMbl MOHUTOPUHTA;

0) mpeacTaB/ieH e SMUTEHTOM CPeACTB UAeHTU(GUKALIM CBEIeHUII O
HaHeCEeHUM CPeACTB UAeHTUGUKAIIMY 110 MCTEUEeHUM CPOKa,
YCTaHOBJIEHHOTO a63a1iaMy TIepBbIM - UeTBEPThIM U (MJIM) TPUHAALATHIM -
necTHaAUaThIM IyHKTa 9(1) HacTosiero [Tonoxxkenus;

B) OTCYTCTBMeE y OIlepaTopa CMCTeMbl MOHUTOPUHTA CBeieHU T 06
YCTPOJCTBE PETUCTPAIUY IMUCCUU, C UCIIOIb30BAHMEM KOTOPOTO
repelaHbl CBeI€HMSI B CMCTEMY MOHUTOPYHTA;

I‘) OTCYTCTBME ITOATBEPKAEHMS OIVIATbl KOOOB MapPKMPOBKMU,
HpeO6paBOBaHHbIX B CpedCTBa I/I,I[eHTI/ICbI/IKaLU/II/I, O HaHeCeHMU KOTOPbIX



SMUTEHT CpeJCTB UAeHTUdUKAIMK ITepefaeT B CUCTeMY MOHUTOPMHTA
CBeJleHMsI O HaHeCeHUM CpeACTBa UaeHTUdUKaI U, IpeayCMOTpEeHHbIe
ab3alieM ImepBbIM MYHKTA 35 MIM MYHKTOM 36 HacTosIero ITosoxeHus.

10. Kox uaeHTUGUKAIMM TPETUYHOM (TPaHCIIOPTHOI) YITAaKOBKU
JleKapCTBEHHOrO mpernaparta GopMuUpyeTcss HA OCHOBaAaHUU
MmexrocyaapctBeHHoro ctangapta (TOCT ISO/IEC 15417-2013
"HbopMaLMOHHbIe TeXHOJOIMM. TeXHOJIOrMMY aBTOMAaTUUECKO
uaeHTUGUKaMM 1 cbopa maHHbIX. CrienyduKaIms CMMBOIUKA
mTpuxoBoro koaa Code 128"), KOTOpbIi yTBepsKIAeH MIPUKA30M
denmepasibHOTO areHTCTBA 10 TEXHUYECKOMY PEeTryJINPOBAHUIO U
MeTPOJIOTUM, COCTOUT 13 18 M POBBIX CMMBOJIOB M COJIEPIKUT CIEAYIONIYIO
CTPYKTYPY BAaHHBIX:

uneHTudukarop npumeHenus (00);

CHMMBOJI pacIIpeHust Koja UaAeHTU(PUKALY TPeTUUHO (TPAaHCTIOPTHO)
YIIaKOBKY JIEKaPCTBEHHOTO ITpernapara;

pPEerucTpaluyoHHbIi HOMepP CyObeKTa 0OpalieHus JeKapCTBEeHHbIX CPEICTB,
TIOJIyYeHHbII B MHOOPMALIMOHHOM pecypce, 06ecrieunBaloieM yueT u
XpaHeHMe JOCTOBEPHBIX JAHHBIX O TOBApax IO COOTBETCTBYIONIET
TOBapHOJ HOMEHK/IaType;

CepUIHBIN HOMep TPETUYHO (TPaHCIIOPTHON) YIIaKOBKY JIeKapCTBEHHOT'O
Ipernapara;

KOHTPOJIbHAS CyMMa (4MCJI0, BBIYUCISIEMOE M0 CIIelUaJbHOMY aJITOPUTMY
M3 IIpeJuIecTBYIOMMX 1Ubp U cayskaliee s rTapaHTUX 11eJI0OCTHOCTU
IaHHBIX).

CBeneHMs, BKIIOUEHHbIE B KOJ, UIeHTU(PUKALIVMN TPETUIHOM
(TpaHCIIOPTHO¥) YyIIaKOBKY JIeKapCTBEHHOTO TMperapaTa, MOTYT
Iy6IMpPOBaTHCS B BUIE UMTAEMOTO [IEYaTHOTO TEKCTA.

Ko npentudukanmm TpeTMYHOI (TpaHCIIOPTHOI) YIIaKOBKU
JIeKapCTBEHHOTO MperapaTa reHepupyeTcsl U HAHOCUTCSI Ha TPETUYHYIO
(TpaHCIIOPTHYI0) YIIaKOBKY JIeKapCTBEHHOTO MperapaTa SMUTEeHTaMy KOJI0B
UAeHTUGUKAIMY TPETUUHOM (TPAHCIIOPTHOI) YITAKOBKY JIEKAPCTBEHHOTO
mperapara MeToJaMy evyaT Wi STUKeTUPOBaHUSI.



IV. HpaBI/ma CO30aHMs, BBOAA B SKCITyaTallMIO, SKCILTyaTall
U BbIBOJ A M3 3KCIVTyaTallM CUCTE€MbI MOHUTOPUHIA

11. Co3paHne, pa3BuTne, BBOJ, B SKCIUIyaTaLMIO, SKCITyaTalys U BbIBOZ, U3
SKCIUTyaTaly CUCTEMbI MOHUTOPUHIA OCYIECTBIISIOTCS OIIEPATOPOM
CUCTEeMbI MOHUTOPUHTA MO COTIACOBAHNIO ¢ MMHUCTEPCTBOM
3apaBooxpaHenus Poccuiickoit @enepanum u GemepanbHoit C1ysk6071 110
HaJ30py B cdepe 3ApaBOOXpaHEHUSI B COOTBETCTBUM C TPeOOBAHMUSIMU K
TOPSIAKY CO3aHMs, Pa3BUTHS, BBOJA B OKCIUTyaTaLMI0, IKCIUIyaTalluu U
BbIBOJIA M3 3KCILTyaTally rOCYAapCTBEHHBIX MHGOPMAIMIOHHBIX CUCTEM U
JaJIbHeNIIero XxpaHeHus cofiepskalieiicss B ux 6a3ax JaHHBIX MH(poOpMaLuu,
yTBepKIEeHHbIMU I1ocTaHoBIeHeM [IpaBuTennbcTBa Poccuiickon
®enmepanyu ot 6 nionst 2015 . N 676 "O Tpe60OBaHMSIX K ITOPSAKY CO3TaHMS,
pa3sBUTUS, BBOAA B IKCIUTyaTalMI0, SKCIUTyaTal[U U BbIBOJA U3
9KCIUTyaTaly TOCYyIapCTBEHHbIX MH(GOPMALIMOHHBIX CUCTEM U
JTaibHeNIIero XxpaHeHsI cofepsKalieicst B ux 6azax JaHHbIX MHGopMamumu",
¥ HacTtosuM IlooskeHneM.

12. CospmaHue, pa3BuTHe U IKCILIyaTalUs CUCTEMbl MOHUTOPUHTA
OCYILeCTBJISIIOTCS] HA OCHOBE:

a) obecrieyeHust IOTHOTHI, AOCTOBEPHOCTH, COXPAHHOCTYM MTPUHUMAEMOI U
nepeaBaeMoii ¢ MCIIOJIb30BaHMEM CUCTeMbl MOHUTOPMHTA MHPOPMALIH, a
TaKKe CBOEBPEMEHHOCTH ee MpeIOCTaBIeHNs;

0) 6e3BO3ME3THOCTHU IIPEAOCTaBIEHMS ITPOM3BOIUTESIM JIEKAPCTBEHHbBIX
CpenCTB CofiepsKalleiics B CMCTEMEe MOHUTOPUHTA MHGOPMALIIU O CEPUSIX U
MapTUSIX JeKapCTBEHHBIX IIpeIapaToB, TPOM3BOAVMBIX UMU U
HaXOASIIMXCS B IpakJaHCKOM 060poTe B Poccuiickoir ®emepaiiniu;

B) €IVMHCTBa OpraHM3alMOHHO-METOANYECKOTO obecrieueHust CUCTEMBI
MOHUTOPMHTA;

r) obecrieueHus UCIIOJIb30BaHUS eMHbIX PEeCTPOB, KIaccuUKaTOPOB U
CIIPABOYHMKOB CUCTEMbI MOHUTOPUHTA, B TOM UKC/Ie 00s13aTeTbHbIX /IS
MpUYMeHeHUsI B MHPOPMaIMOHHBIX CUCTEMAaX I PUAUUECKUX JTULL U
VHIMBUAYANbHBIX [IpeAIIpUHMMAaTe el yKa3aHHbIX B yacTax 7 1 10 ctaTbu
67 ®emepanpbHOro 3akoHa "O6 06palIeHNM JIeKapCTBEHHBIX CPEACTB";

I) obecrieueHNs] periaMeHTMPOBAHHOTO TOCTYIIA K CMCTeMe MOHUTOPUHTA;



e) 6ecriepe6OItHOCTY pabOThI CCTEMbI MOHUTOPYHTA.

13. CucTemMa MOHUTOpPMHTA BBOAUTCS B 9KCILTyaTaluio paboueit rpymoii,
dbopmupyemoii orepaTopoM CUCTeMbl MOHUTOPMHTA C yYacTUeM
MIpeicCTaBuUTelel 3aMHTepecOBaHHbIX (efilepasbHbIX OPraHOB
VICTIOJTHUTEILHOW BJIACTU.

14. CucteMa MOHUTOpMHTa 0OeCcIIeuBaeT:
a) MPOBEPKY JOCTOBEPHOCTU CPeJICTB UAeHTUDMKAIINHA;

6) MpoCJIeskKMBaeMOCTb JIBVDKEHMSI JIEKAPCTBEHHBIX ITPEIapaToB OT
MIPOV3BOANTEIS IEKAPCTBEHHBIX CPEICTB 0 KOHEUHOTO ITOTPeOuTeIS,;

B) GJIOKMpOBaHMe MPUHSATUS MHGOPMAIIUH, TIPeICTaBIISIeMOi1 B
COOTBETCTBUM C HACTOSI MM [10JIO’)KeHMEeM B CMCTEMY MOHUTOPMHTA.

15. CucTeMa MOHUTOPUHTA COJIEPXKUT CJIeAYIOILYI0 MHGOpMaInio:
a) CBeJleHMSI 0 CyObeKTax oOpalieHus JeKapCTBeHHbIX CPeICTB;
0) cBemeHMsI O JIeKapCTBEHHBIX IIperapaTax 1 06 ux 060poTe.

16. OCHOBHBIMM MCTOUYHMKAMM MHPOpMaLUK, coaepKaleincs: B cucreMme
MOHUTOPUHTA, SIBJISTIOTCS:

a) CyObeKThbI 0OpallleHNsI JIEKAPCTBEHHBIX CPEJICTB;

0) denepasnbHbIe OPraHbl MCIIOJHUTEIbHO BIACTYU IIPU OCYILECTBAEHUN
MMM CBOMX (DYHKIIMIA C MCITOTb30BaHMEM TOCYAAPCTBEHHBIX
MH(POPMAIMOHHBIX CUCTEM.

17. KoadduiieHT OCTYITHOCTU CUCTEMbI MOHUTOPUHTA COCTABJISIET HE
MeHee 99,5 npoieHTa 6e3 yueTa 3arlaHMPOBAHHBIX ITEPUOJIOB
00CTy>KMBaHMS.

TexHMYeCKOE 06CTYKMBaHME CUCTEMbI MOHUTOPUHTA ITPOBOIUTCS He Yallle
4 pas B rofi, mepuoj, TeXHMUeCKOro 00CTyKMBaHUS COCTaBJIsIeT He Oosiee 24
4acoB.

V. TTopsiaoK B3aMMOIEMCTBUS CUCTEMbI MOHUTOPMHTA
C MHBIMM T'OCYapCTBEHHBIMM MHOOPMAIIMOHHBIMU CUCTEMAMMU
" MH(GOPMALIMOHHBIMM CUCTEMaMU CyO'beKTOB 0OpalleHust



JIEKapCTBEHHbLIX CpedCTB

18. CucTeMa MOHUTOPUHTA B3aUMOIEVICTBYET CO CJIEAYIOIMMMM
MHGOPMAIMOHHBIMMU CUCTEMAMMU:

a) edVHBIV PeecTp JINIEH3UIH Ha TPOU3BO/ICTBO JIeKapCTBEHHBIX CPEICTB;

0) enVIHbIV peecTp JUIeH3MIi, B TOM UMCJIe JIMIIeH3U, BbIIaHHbIX OpraHaMu
rocylapCTBEHHOJ ByacTu cyobekToB Poccuiickoit ®enepaiium B
COOTBETCTBUM C IlepeJaHHbIM I[IOJTHOMOYMEM I10 JTULEH3UPOBAHUIO
OT[eJIbHbIX BUMIOB JIeSITeJIbHOCTU B chepe oxXpaHbl 3[10POBbSI;

B) eMHAas TOCyaapcTBeHHas MH(popMalMoHHas cuctema B cepe
3IpPaBOOXpaHEHNS;

T) eAVHBIN TOCYyIapCTBEHHBIN pPeecTp NPUINIYECKUX UL,

Il) eVIHBIN TOCYyIapCTBEHHBIN peecTp MHAUBUAYAIbHbBIX
npeApuHUMaTese;

€) rOCyapCTBEHHBIN peecTp aKKpeaUTOBAHHBIX QUINAJIOB,
MIPeICTaBUTEbCTB MHOCTPAHHBIX I0PUINYECKUX JIAIIL;

’K) aBTOMaTU3¥poBaHHas MHGOpMalLMoHHas cucteMa demepanbHO
CJTyKOBI 110 HaI30pY B cdepe 34paBOOXpaHEHNS ;

3) EnyiHast aBTOMaTU3MpoBaHHas MHPOpMAIMOHHAsSI CMCTeMa TaAMOKEeHHbIX
OpraHoOB;

1) uHGOpMaIMOHHbIE CUCTEMbBI CYObEKTOB 0OpaleHNsT JTeKapCTBEHHBIX
CpenCTB.

19. CBeneHus, mpecTaBisieMble TOCYIapCTBEHHBIMY MHPOPMALMOHHBIMU
cucteMaMu deiepaJbHbIX OPTaHOB UCIIOJHUTEIbHOI BJIACTU B CUCTEMY
MOHUTOPUHTIA, a TAKKe CBe[eHMsI, [lepelaBaeMble U3 CUCTEMBbI
MOHMTOPUHTIA, IpUBeAeHbl B mpuioxkeHun N 1.

20. B pamkax nH@OpMaIMOHHOTO B3aUMOIe/CTBMS CMCTeMa MOHUTOPUHTA
OCYILleCTBJISIeT 0OMeH CBeeHUSIMU C TOCYIapCTBEHHbIMU
MHGOPMAaIMOHHBIMMU CCTEMaM 3aMHTEepeCOBaHHbBIX (efepanbHbIX
OPraHOB UCIIOJTHUTEIBbHOV BJIAaCTU M OPraHOB UCITOJHUTEIbHO BIAaCTU
cyobekToB Poccuiickoit demepaiym, B TOM YMCIe TTOCPEICTBOM



MH(PpacTpyKTYypsI, 06ecrieunBaroiein MHGOPMaIIOHHO-TEXHOIOTUYECKOe
B3auMO/IeicTBME MHDOPMALIMOHHBIX CUCTEM, VCITOTb3YEeMbIX JIJISI
MpeI0CTaBIeHNS TOCYIaPCTBEHHBIX M MYHUIIUITAIbHBIX YCIIYT U
VICTIOJTHEHMS TOCYIapCTBEHHBIX M MyHULIMITAIbHBIX (DYHKIINI B
97IeKTPOHHOI opme.

CucreMa MOHUTOPUHTA MOAKIIOYAETCS K €IUHONM CUCTEME
MeXBeJOMCTBEHHOI'O 3JIEKTPOHHOTO B3aMMOAENCTBUS B COOTBETCTBUMA C
roctaHoByieHneM [IpaButenbcTBa Poccuiickoit @emepaiiyu ot 8 ceHTSIOpS
2010 1. N 697 "O eguHoOI cucTeMe MeKBeJOMCTBEHHOTO 3JIEKTPOHHOTO
B3aMMOIeincTBug" Ha 6e3B03Me3IHO OCHOBE.

21. B3aumopeiicTBMe CHMCTeMbI MOHUTOPUHTA ¢ MH(POPMALIMOHHBIMU
cucTeMaMy CyO'beKTOB 00pallleHMsI JIEKapCTBEHHBIX CPEJICTB
OCYIIECTBISIETCS ITOCPEICTBOM MHGOPMALIMOHHBIX 3JIEKTPOHHBIX CEPBUCOB
C UCIOJb30BaHMeM CTaHAAPTHBIX TPOTOKOJIOB U MHTepdeiicoB
3/IEKTPOHHOTO B3aMMOJECTBHSI.

22. TexHuyeckue CTaHJaPThI U TPeOOBAHMS K TEXHOJIOTUUECKO
COBMECTMMOCTU CUCTEMbI MOHUTOPUHTA C MHGOPMAIMOHHBIMU
CUCTeMaMM, YKa3aHHbIMMU B IyHKTe 18 HacTosmiero [TonoxxeHns,
YCTAHABJIUBAKOTCS OMEPATOPOM CUCTEMBI MOHUTOPUHTA B COOTBETCTBUM C
TpebOBaHMSIMM 3aKOHOAATENbCTBA Poccuiickoit ®eneparium B chepe
MHGOPMAaIMOHHBIX TEXHOJIOTHII TI0 COTIaCOBaHMI0 ¢ MMHMUCTEPCTBOM
1MdPOBOTO Pa3BUTHS, CBSI3U M MAaCCOBBIX KOMMYHMKaIMt Poccuiickoii
depepauyiy 1 oriepaTopoM MHGPOPMAIMOHHOM CUCTEMBbI, C KOTOPOi1
OCYILLIEeCTBIISIETCS B3aMMOJIe/iCTBHE.

VI. lMopsimok BHeceHMsI MHPOPMAIMK O TeKapCTBEHHbBIX
mpernaparax B CMCTEMY MOHUTOPUHTA CyObeKTaMy 0OpaleHust
JIleKapCTBEHHBIX CPEJICTB U ee COCTaB

23. BHeceHue MHbOpPMaIMK O TeKapCTBEHHbIX ITpenapaTax B CUCTEMY
MOHUTOPMHTA ITPOM3BOIUTCS CyObeKTaMy 00pallleHMs TIeKapCTBeHHbBIX
CpeLCTB IocJIe IIPOXOXKAeHS MY PerncTpauuy B CUCTeMe MOHUTOPUHTA U
MpeoCTaBIeHNsI UM JIMYHOTO KabuHeTa cyobeKTa obpalieHust
JIeKapCTBEHHbBIX CPeLCTB.

PeI‘I/ICTpaI_U/IH CY6'b€KTOB 06an_[eHI/I$I JIEKapCTBEHHLIX CpeOCTB B CCTEME
MOHMUTOPMHTA U ITpeaoCTaB/IeHV e JIMYHOTI'O KabuHeTa OCYIIeCTBJISAIOTCSA Ha



OCHOBaHMM IOCTOBEPHBIX CBEIEHMUI, TPeICTABIEHHBIX CYObEKTaAMM
o6pailleHus IeKapCTBEHHBIX CPEJCTB B CCTEMY MOHUTOPMHTIA B
9JIEKTPOHHOM BUJIE, ¥ MOKYMEHTOB, IIpeICTaB/IsIeMbIX B DeepaibHYIO
CIYKOY 10 HaA30py B chepe 3apaBoOOXpaHeHMS.

24. I OCYIIeCTBI€HNST PETUCTPALIM B CUCTEME MOHUTOPYHIA CYObEeKThI
oOpaiieHus T1eKapCTBEHHbIX CPEICTB - OpraHu3alu, Mpu3HaBaeMblie
HaJ0roBbIMM pesumeHTamu Poccuiickor @enepanum, MHOAUBUYaIbHbIE
NpefnpuUHUMATENN U TPeNCTaBUTEbCTBA MHOCTPAHHBIX OPraHM3al Ui Ha
Tepputopuu Poccurickon @eniepaniu, SBASIOUIUXCS OepsKaTeasaMU UIn
BJIaJleIbIIaMI PETUCTPALIMOHHOTO YIOCTOBEPEHMSI, BHOCST B
perucTpauroHHy0 GopMy CMCTeMbl MOHMTOPUHTA, Pa3MeLIeHHYIO Ha
oduiMaIbHOM cajiTe oriepaTopa CMCTeMbl MOHUTOPUHTA B
MHbOpMaIMOHHO-TeJIeKOMMYHUKAIIMOHHO ceTu "VIHTepHeT", B
3JIEKTPOHHOM BU/ie CIeyIoline CBeJeHNs, IOATIMCAaHHbIe YCUIEHHO!
KBa/IMGUIIMPOBAHHO 2JIEKTPOHHO MOAIINICHI0 PYKOBOIUTEISI
opranusauum (IpencTaBUTeNbCTBA MHOCTPAHHOM OpraHmu3anyy Ha
Tepputopum Poccurickoit @enepaunmn) win MHAUBULYAIbHOTO
MpeaTrpuHUMaTesis:

I/I,ELEHTI/ICI)I/IKaI_U/IOHHHﬁ HOMEDP HaJIOTOIlJIaTe/IbIII KA,

CBeIeHMs O Hauumu a1b60 06 OTCYTCTBUM JIMIIEH3UM Ha TTPOM3BOICTBO
JIeKapCTBEHHbIX CPeACTB, IUIeH3MM Ha (papMalleBTUUECKYIO IesITeTbHOCTD
(BKJII0Yast OMTOBYIO ¥ PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMMU
CpencTBamMu), TUIEH3UY Ha AeSITEIbHOCTD IT0 000POTY HAPKOTUYECKUX
CpenCTB, ICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, KyJIbTUBMPOBAHMIO
HapKOCOAepsKalMX paCTeHNH U INLIEH3UM Ha MeIUILIMHCKYIO IesITeTbHOCTD;

dbamumnust, uMs, OTUECTBO (TIPU HAJIMUKUM) U Tele(POH KOHTAKTHOTO JIULIA;
azpec 3JIeKTPOHHOI MOYTHI.

CyOBeKTbI 0OpaleHnst IeKapCTBEHHBIX CPEJICTB - OpraHMU3aluu,
IIpM3HaBaeMble HAJIOTOBBIMU pe3uaeHTaMu Poccuiickoi @enepannm,
UHIOVBUIYAJTbHbIE IPEAIIPUMHUMATENN, HE UMEKIIe JINIIEH3UN Ha
MIPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, MUIEH3MM Ha hapMalleBTUUYeCKYIO
IesiTeIbHOCTD (BK/IIOYasi OITOBYIO ¥ PO3SHMUHYIO TOPTOBJIIO
JIeKapCTBEHHBIMU CPeICTBAMM), IUIIEH3UY Ha IesTeIbHOCTD IO 000POTY
HApKOTUYECKUX CPELICTB, ICUXOTPOITHBIX BEIeCTB U UX IIPEKYypPCOPOB,



KYJIbTUBMPOBAHUIO HAPKOCOAEePXKALIUX PACTeHUM U TULEH3UM Ha
MeOUIIMHCKYIO IeATe/IbHOCTD, a TAKKe MpefCcTaBUTEeNbCTBA MHOCTPAHHbBIX
OopraHmu3aiuii Ha TeppuTopun Poccuiickoit @epepaiinm, SBastoOmUXCs
IepskaTeasMu UK BAaAeNbliaMy PETUCTPALlMOHHOTO YAOCTOBEPEHMS U HE
UMeILUX JULEH3UM Ha IPOU3BOACTBO JIeKaPCTBEHHbIX CPELCTB, TULEH3UA
Ha hapMaleBTUUYECKYIO IesITeJIbHOCTD (BK/II0UAst OMTOBYIO ¥ PO3HUYHYIO
TOPTOBJIIO JIEKAPCTBEHHBIMU CPEJICTBAMM), JTUIIEH3UU HA IeSITeIbHOCTD 110
000pOTYy HAPKOTUUECKUX CPEICTB, IICUXOTPOITHBIX BEIECTB U UX
MIPEKYPCOPOB, KYJAbTUBUPOBAHUIO HAPKOCOIEePKaLUX PACTEeHUN U
JIMLEH3UM Ha MeIULIVHCKYIO e TeJIbHOCTD, He TTo3aHee 10 KameHJapHbIX
IHel ¢ JaThl BHECEHUS CBeIeHMIA, TTpeTlyCMOTPEHHBIX ab63a1iaMi BTOPbIM -
MISTHIM HACTOSIIEro MyHKTA, IIPeICTAB/ISIOT Takke B OelepabHYI0 CIYKOY
0 HaZ30py B cepe 3paBoOOXpaHeHMs 3asiB/ieHME O PerUCTpalin B
cucTeMe MOHUTOPUHTA (Hajee - 3asBjieHNe) Ha OYMakHOM HOCHUTeJIe TI0
dbopme, yTBepskIeHHO MUHUCTEPCTBOM 3paBooxpaHeHus1 Poccuiickoit
denepainu.

Perucrpainys B cucTeMe MOHUTOPMHTA CYOBEKTOB 0OpaleHust
JIeKapCTBEHHBIX CPEICTB - OpraHM3almii, IpM3HaBaeMbIX HAJIOTOBbIMMU
pesuaeHTamu Poccuiickoi @enepatiin, v UHAVBULYIbHbBIX
MpeaInpMHUMaTesiei, UMeIIX JUIleH31M Ha TPOU3BOICTBO
JIeKapCTBEHHBIX CPeACTB, IUIeH3MM Ha (papMalleBTUUECKYIO IesITeTbHOCTh
(BKJIIOYAsI OMITOBYIO ¥ PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU
CpencTBamMu), TUIEH3UM Ha AesITEIbHOCTD 10 000POTY HAPKOTUYECKUX
CpenCTB, MCUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, KYJIbTUBMPOBAHUIO
HapKocoAep>KallMX pacTeHUI U IUIleH3UM Ha MeIUIIMHCKYIO AesITe/IbHOCTD,
MOYKET OCYIIECTBIISITbCS C MCITOb30BaHMeM deepanbHO
rocyapCcTBeHHOV MHMOPMaIMOHHO cucTeMbl "EgyHas cucrema
uaeHTUGUKALKUYU U ayTeHTUPUKauumu B MHPPaCTPyKType,
obecmeunBaloiei MHGOPMaAIMOHHO-TEXHOJIOTMYECKOe B3aMOIeICTBIE
MHGOPMAIMOHHBIX CUCTEM, MCIIOAb3yeMbIX JJIS1 TPeqOCTaBIeHNS
rocyapCTBEHHBIX ¥ MYHULIMIIAIbHBIX YCIYT B 3JIEKTPOHHOI opMme”.

25. [Ins ocyIiecTBIeHUST perucTpalyum B CUCTeMe MOHUTOPUHTA CYObeKThI
obpaleHus JeKapCTBeHHbIX CPECTB - MHOCTPAHHbIE OpraHu3alnm,
SIBJISTIONIMECS JiepyKaTeasIMU UK BiaaaeabllaMy PerUCTPallMOHHOTO
yAOCTOBEpeHMsI, He MPM3HaBaeMble HAJIOTOBbIMM pe3UAeHTaMu
Poccuiickoit ®enepauiy 1 He MMelOIINe IPeACTaBUTENbCTB HA TEPPUTOPUN
Poccuiickoit ®enepatini, BHOCAT B pErMCTPAIIMOHHYIO G OPMY CHCTEMBbI



MOHMUTOPMHTA, Pa3MelleHHYI0 Ha OpUIMaTIbHOM CaiiTe orepaTopa CUCTEeMBbI
MOHUTOPMHTA B MHPOPMAalLIMOHHO-TeJIeKOMMYHUKAILIMIOHHO CeTU
"IHTepHeT", B 3JIEKTPOHHOM BU/Jie CIeyIolle CBeIeHMs :

HaMEHOBaHMeE Jep>KaTeid MJIN Biade/blia permcTpaiMOHHOI'O
YAOCTOBEPEHUS,;

KOJ], HaJIOTOIJIaTe /IbIMKA B CTPAHE PerucTpaLym;

KOJI CTpaHbl perUCTpalLum;

dbammnust, uMs, OTUECTBO (IIPU HAJIMUKUM) U Tele(pOH KOHTAKTHOTO JIULIA;
azpec 3JIeKTPOHHOI MOYTHI.

VIOJIHOMOY€EHHbIE ITPeACcTaBUTE M CYOBEKTOB 0OpalleHus JeKapCTBEHHbIX
CpeACTB - MHOCTPAHHBIX OPraHM3alnii, IBASIOMIMXCS depsKaTe/lsIMU UIn
BJIafie/IbIIaMy PETUCTPALIMOHHOIO YAOCTOBEPEHMSI, HE TPM3HABAE€MbIX
HaJIOroBbIMMU pesumeHTamu Poccuiickon @enepaiium u He UMEIOIINX
NpefCTaBUTENbCTB Ha Tepputopum Poccniickoii @enepannm, He ro3nHee 10
KaJIeHJapHbIX JHEN C JaTbl BHECEHUS CBEIEHMI, IIPeayCMOTPEHHbBIX
ab3a1iamMmu BTOPBIM - III€CTBIM HACTOSIIIETO ITYHKTA, MPeICTaB/ISIOT TaKKe B
demepalibHYIO CJIYKOY IO HaI30py B cepe 3apaBOOXpPaHeHMS OPUTMHAIIBI
IOKYMEHTOB, IO TBEPXKAAIOIIMX IIPAaBO IIpeICTaBIeHSI UHTEPECOB
yKa3aHHbIX CYO'beKTOB 0OpalieHusI JiIeKapCTBEHHBIX CPEJICTB, U 3asiBJIeHNe
Ha 6yMa>kHOM HocuTeje o popme, yTBe pskaeHHO MUHUCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @enepaiimn.

26. ObpaboTka 1 TpoBepKa CBeIeHMIA, ITPeICTaB/ISIEMbIX B CUCTEMY
MOHMUTOPUHTA [IJIS1 pETUCTPpaLU, TPOMU3BOAUTCS B aBTOMATUUYECKOM
pexxuMe, B TOM UKCie TTIOCPeACTBOM B3aMMOIEICTBUS C UHBIMU
rocy/lapCTBEHHBIMM MHMOPMAIIMOHHBIMM CUCTEMAMM C MCIIOJIb30BaHMEM
eJIMHOV CUCTeMbI MeKBeJOMCTBEHHOTO 3JIEKTPOHHOTO B3aMMO/IeiCTBUSI, B
TeueHme 14 paboumx gHe C AaThl MOJAUYM CyObeKTaMM 00palleHnsT
JIeKapCTBEHHbBIX CPEJICTB CBEIE€HMI1 B CUCTEeMY MOHUTOPUHTA.

denepanbHas CIyk6a 1Mo Hag30py B cepe 31paBOOXpaHEHMS
paccMaTpuBaeT 3asiBJieHMs], IIpe/ICTaB/IeHHbIe B COOTBETCTBMY C ab3arieM
1IecTbIM MyHKTAa 24 HacTosmero ITooskeHus, a TakKe 3asiBJI€HUS U
OpUTMHAJBI JOKYMEHTOB, IIpeJiCTaBJIeHHbIe B COOTBETCTBUM C ab3aliem
ceAbMbIM ITyHKTa 25 HacTosiero ITosoxkeHns:, B CpoK He Gosiee 5 pabouymx



IHel u mepegaeT uHMGOpPMAaLMIO O pe3yabTaTaX pacCMOTPEeHMS 3asiBJIeHUI U
OPUTMHAJIOB IOKYMEHTOB B CCTEMY MOHUTOPUHTA B TedueHMe 1 pabouero
JTHSI CO THS IIPUHSTYUS COOTBETCTBYIONIErO PelIeHMsI.

Pemrenne o perucrpauym (06 oTKase B perucTpaiun) cyb6bekra 00paiieHust
JIEKapCTBEHHBIX CPEACTB B CMCTEME MOHUTOPMHTA IPUHMUMAETCS
denepanbHOI CIYK007 110 HAA30PY B chepe 34paBOOXpaHEHMS
rmocpecTBOM (GYHKIMOHAIA CUCTEMbI MOHUTOPYHTA.

PemieHne o peructpauyuu cyobekTa o0palieHust JIeKapCTBEHHBIX CPEJICTB B
CUCTEMEe MOHUTOPUHTA MPYMHUMAETCS IPU OTCYTCTBUM PACXOXKIEHUIA
Mexxny MHbopMalueit, mpeagyCMOTpeHHO 3asiBJieHUeM, U CBeIeHUSIMU,
BHECEHHBIMM B CUCTEMY MOHUTOPMHTA (B C/Iy4asiX, KOrAa 3asiBIeHUS
MOAABA/IVICh B COOTBETCTBUM C ab3allaMM eCTbIM ITyHKTa 24 1 CeIbMbIM
nmyHKTa 25 HacTosero ITonoxkeHnsT), ¥ IpU MOATBEPXKIEHUA
IOCTOBEPHOCTU CBeJleHMIi, BHECEHHBIX B CUCTEMY MOHUTOPWHTA.

27. CybbekTam obparieHus JeKapCTBEHHbIX CPeICTB OTKA3bIBAETCS B
pPerucTpanym B CUCTeMe MOHUTOPHMHTA 10 CJIEAYIOMINM MPUUMHAM:

a) B OTHOIIIEHUY MIPOU3BOIUTEIEN JIEKAPCTBEHHBIX CPENICTB HA TEPPUTOPUM
Poccuiickoit ®enepaniyiu, OCyIeCTBISIOMMX ITPOM3BOACTBEHHbIE CTAAUN
(dbacoBkM (YI1aKOBKM) JIeKapCTBEHHBIX ITPeIapaToB BO BTOPUUYHYIO
(MMOTpe6UTENHCKYIO) YITAKOBKY U (MJIM) TPETUYHYIO (TPAHCIIOPTHYIO)
YIIaKOBKY (a IIPpU €e OTCYTCTBUMU - B IIEPBUYHYIO YIIAKOBKY) JIeKapCTBEHHbBIX
IpenaparTosB:

HECOOTBETCTBME TaHHBIX BJafie/blla KBanTuUIMPOBAaHHOTO cepTuduKara
K/TI0Ua ITPOBEPKM 37IeKTPOHHO MOATINCH (fajee - KBaTuOUIMPOBaHHbI
cepTuUdUKaT) JaHHBIM PYKOBOAMTEJISI OpraHmu3alum, a Takxke OTCyTCTBIUE
cBefieHM 0 KBanuuiMpoBaHHOM cepTuduKaTe, BbIIaHHOM
PYKOBOLUTEJII0 OPraHu3alum;

OTCYTCTBHUE CBQ}IEHI/Iﬁ 0 3anucsax B EquHom rocyogapCTBEHHOM peecTpe
IopnandYeCKux JInii;

OTCYTCTBME CBEeeHUI O NeiiCTBYIOLei InlieH3uu B EnMHOM peectpe
JIUIEeH3Mi1 Ha TIPOU3BOACTBO JIEKaPCTBEHHbBIX CPeCTB;

0) B OTHOILIEHMM JIep>KaTeJiel UM BlIaiesIblieB PeruCcTPaIOHHOTO
yIOoCTOBepeHus (B C/lydae KOrjia JeKapCcTBeHHbI Mpernapar Mpou3BOIUTCS



3a nmpepenamu Poccuiickoii @emepalinn), SBASIOMMUXCS OpraHU3aLUSIMU,
MpM3HABaeMbIMM HAJIOTOBBIMU pe3uaeHTaMmu Poccuiickoir ®enmepariny mim
VHIVBUAYAIbHBIMU IIPEANPUHMMATEISIMY Y He MMEIOIIMMM JIMIIEH3UM Ha
MPOM3BO/ICTBO JIeKaPCTBEHHBIX CPECTB, IUIeH3MM Ha apMalleBTUUYeCKYI0
JlesITeTbHOCTD (BK/IIOUAsI OTITOBYIO ¥ PO3HMUUYHYIO TOPTOBIIIO
JIeKapCTBEHHBIMM CPeJICTBAMM), IUIIEH3UY Ha 1esTeJIbHOCTD II0 000POTY
HApKOTUUECKUX CPeJCTB, ICMXOTPOITHBIX BEIECTB U UX IPEKYPCOPOB,
KyJIbTUBMPOBAHUIO HAPKOCOAEPSKAIIMX PACTEHU I U IUIIEH3UM Ha
MeAULIMHCKYIO AesTeIbHOCTb:

HECOOTBETCTBME TaHHBIX BJajie/iblla KBanuuUIupoBaHHOTO cepTuduKara
JaHHBIM PYKOBOJAMTEJIS OpraHU3aluy Ui MHANBULYATbHOTO
NpeANpUHUMATENISl, OTCYTCTBYME CBeeHMI O KBaAuUIMPOBAHHOM
ceptuduKkaTe, BBIIAHHOM PYKOBOAUTE/0 OPraHU3aluy Uin
VHAVBUYaJIbHOMY IpeIIPUHUMATENIO;

OTCYTCTBME CBefeHuli 0 3anucsix B ENMHOM rocyapcTBEHHOM peecTpe
IpuanYeckux Iul uiu EfMHOM rocyiapCTBEHHOM peecTpe
VHAVBUYAIbHBIX NIpeTIpUHMUMATEIeI] ;

Ha/IM4Me pacxoxaeHnuit Mexxny MHbopMalieit, mpeIycMOTpeHHO
3asIBJIeHMEM, ITpeICTaBJI€HHBIM B COOTBETCTBUM C a63alieM IIeCTbIM ITYHKTa
24 Hacroguero [1o/oskeHs, U CBeIeHUSIMU, TIPeCTaBIEHHbIMU B CUCTEMY
MOHMTOPWHTA;

B) B OTHOIIEHMM MHOCTPAHHBIX OpraHm3alnii, Jep>kaTeaei uimn BaageiblieB
perucTpauMoOHHOIO YAOCTOBEepeH S, He IpU3HaBaeMbIX HAJIOTOBBIMU
pe3ugeHTamu Poccuiickoit @emepaiiiy 1 He MMeIOLIMX IIPeaCTaBUTEIbCTB
Ha Tepputopuu Poccuiickoit @enepaiiniu, - HaJIMuue pacxoxkIeHUN MeXIy
MHbopMalyeit, peaycMOTPEHHOI 3asiBJIeHMEM, TIpeICTaB/IeHHBIM B
COOTBETCTBUM C ab3alieM CeIbMbIM ITYHKTa 25 HacTosero [TomoskeHus, u
CBEe[eHUSIMMU, TIPEeACTABIEHHBIMU B CUCTEMY MOHUTOPUHTA;

I') B OTHOIIEHUY TIPEICTaBUTEIbCTB MHOCTPAHHBIX OPraHM3aLuii Ha
Tepputopum Poccuiickoit @emepaiinm, IBASIOMUXCS AepskaTeasMu UIn
BJIaJeIbIIaMy PETUCTPAIIMOHHOTO YIOCTOBEPEHMSI:

HECOOTBETCTBME JAHHBIX BIae/blla KBAIUMUIIMPOBAHHOTO cepTuduKaTa
IaHHBIM PYKOBOAMTEJIS MIPEeICTaBUTEIbCTBA, a TAKKe OTCYTCTBME CBeAeHMI
0 KBaIMUIMPOBAHHOM CepTU(UKATe, BBITAHHOM PYKOBOIMUTEITIO



nmpeagCcTaBUTE/IbCTBA,

OTCYTCTBME CBEJIEHMIT O 3aIMCSIX B TOCYIaPCTBEHHOM peecTpe
aKKpeIMTOBAaHHbBIX (GMINAIOB, TPENCTaBUTEIbCTB MHOCTPAHHbIX
IOPUINYECKUX JINII;

Ha/IM4Me pacxokIeHui MexXmy MHbOopMalye, mpeIycMOTPEHHOM
3as1BJIeHMeM, TIpeICTaBIe€HHBIM B COOTBETCTBUM C ab3alieM IIeCTbIM ITYHKTa
24 Hacrosuero I[TosokeHus, U CBeAeHUSIMU, TIpeICTaBIeHHbBIMU B CUCTEMY
MOHMTOPUHTA ([IJ15 TpeACTaBUTEIbCTB MHOCTPAHHBIX OpTaHM3alnii Ha
Tepputopuu Poccuiickon @enepaniiu, SIBISIOMIUXCS TepsKaTeasIMU UIn
BJIaZie/IbLIaMy PeTUCTPALMOHHOIO YAOCTOBEPEHMS U HE UMEIOLIMX
JIMLEH3MM Ha TIPOU3BOLCTBO JIEKAPCTBEHHBIX CPELCTB, TULEH3UN Ha
dbapMmalleBTHMUYeCKYIO JesITeIbHOCTh (BKIIOUAst ONITOBYIO ¥ PO3HUYHYIO
TOPTOBJIIO JIEKAPCTBEHHBIMMU CPEeLICTBAMM), IULIEH3UM Ha [NeSITeJIbHOCTD 10
000pOTYy HAPKOTUYECKUX CPENICTB, TICMXOTPOITHBIX BEIIECTB U UX
MIPEKYPCOPOB, KYJAbTUBMPOBAHUIO HAPKOCOIEPXKAIIUX PACTEHUN U
JIMLIEH3UU HA MeIULIMHCKYIO IeSITEeJIbHOCTD);

II) B OTHOIIEHUM OpraHu3aliuii OITOBOM TOPTOBJIM JIeKapCTBEHHbBIMU
cpencTBamu (B TOM UMCJIe OCYIECTBASIOMMMY QYHKIMY TT0 ayTCOPCUHTY),
opraHu3aluii pO3SHUYHOI TOPrOBJIN JIeKapCTBEHHbIMM ITpernapaTaMu,
MeIVLIMHCKMUX OpraHu3aluii 1 MHAMBUAYAIbHBIX Ipe N pyuHuMaTesen:

HECOOTBETCTBME JAHHBIX Bilafieblla KBaJIUMUIIMPOBAHHOTO cepTuduKaTa
IaHHBIM PYKOBOJUTEJIS OpraHu3aIum, a Tak)ke OTCYTCTBME CBeIeHMUII O
KBaMUIMPOBAaHHOM cepTuduKaTe, BbIJaHHOM PYKOBOIMUTEITIO
OopraHM3alum;

OTCYTCTBME CBEeIEHMII O 3aMmncsIX B EMMHOM rocyjapCTBEHHOM peecTpe
I0pUOMYecKMX aull uinu EquHoM rocygapcTBeHHOM peecTpe
VHIVBUAYATbHBIX ITpeaIIpUHUMATEEN;

OTCYTCTBME CBeA,eHMI O NeiiCTBYIOLIei JINLeH3UM B eIVHOM peecTpe
JINLIEH3Ui1, B TOM YMCJIe JIULeH3 Ui, BbIJaHHbIX OpraHaMy rocygapCTBEHHOM
BJIaCTU CyOBeKTOB Poccuiickoii @emepaliuy B COOTBETCTBUM C ITepeJaHHbIM
MMOJTHOMOYMEM IT0 JINIIEH3UPOBAHUIO OTAEbHBIX BUIOB I eSITEIbHOCTH.

28. o pe3yabTaTaM perucTpanyu CyobekTa oopamieHus JeKapCTBeHHbIX
CpeJiCTB B CMCT€Me MOHUTOPUHTA U IIpeoCTaBJIeHUN eMy JTUUHOTO
KabuHeTa Ha afipec 3JIeKTPOHHO MTOUThI, YKa3aHHbIN P Mogade



CBeJIeHM 1, OIIlepaTOPOM CUCTEMbI MOHUTOPUHTA C UCIIOIb30BaHMEM
(byHKIIMOHAIA CMCTEMbI MOHUTOPUHTA OTIIPABJISIETCSI COOTBETCTBYIOIIEE
yBegoMiieHue. IIpy 3TOM MOBTOPHOE MCIT0/Ib30BaHME OJTHOTO U TOT'O JKe
azpeca JIeKTPOHHO MOYThI AJISI PETUCTPALMM JTUUYHBIX KAOMHETOB
pas3IMYHbIX CYO'bEeKTOB 0OpalleHus JieKapCTBeHHBIX IIPerapaToB He
JIOITyCKaeTcsl.

29. CyobekT obpalneHust JeKapCTBEHHbIX CPeICTB, ITOTYUMBIINIA
yBeJOMJIEHME O PeTUCTPaLUK B CUCTEME MOHUTOPUHTA, IPU aKTUBALUA
GYHKIMI TMYHOTO KabuHeTa BHOCUT B CUCTEMY MOHUTOPYHTA IepeueHb
aZipecoB MeCT OCYIIeCTBJIEHMS IesITeTbHOCTY ITyTeM BbIOOpa TaKOTo ajipeca
U3 aIpecoB, YKa3aHHBIX B JIMLEH3USIX HA IPOU3BOLCTBO JIeKapCTBEHHbBIX
CPeACTB, IUIeH3UIX Ha ¢hapMalleBTUUeCKYIO JesiTeIbHOCTb (BK/IIoUast
OIITOBYIO 1 PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMMU CPeICTBAMM ),
JIUIIEH3USIX HA IesITeTbHOCTD TI0 060POTY HAPKOTUUECKUX CPEJICTB,
MICUXOTPOITHBIX BELIECTB U UX MPEKYPCOPOB, KYJIbTUBUPOBAHUIO
HapKOCOZEepsKallX PAaCTEHUI U IULLeH3USIX Ha MeIULIMHCKYIO0
IlesITeJIbHOCTD, a TaK)Ke IepevyeHb afipecoB hapmMaleBTMYeCKIX CKIaI0B
(Ipy HaMMYMM YKa3aHHBIX JINLIEH3UIA).

Cy0ObekT obpalieHus JeKapCTBEeHHbIX CPeICTB - AepykaTesb WM Baagenell
perucTpaloHHOTO YAOCTOBEpeHMS TPOM3BeJeHHOTO BHE TEPPUTOPUNA
Poccuiickoit @enepatiu 1eKapCTBEHHOTO Mpernapara u (Uin) ero
MpeiCTaBUTENbCTBO HA TeppuTopuu Poccuiickoi @enepaniyiu, oayduBIIne
yBeOMJIeHMe O PerucTpanum B CUCTeMe MOHUTOPUHTA, BHOCSIT B CUCTEMY
MOHMTOPMHTa MHGOPMAIMIO O POU3BOACTBEHHBIX TIOIIAIKAX,
OCYIIeCTBIISIIOIIMX TPOU3BOICTBEHHYIO CTaaAuI0 (pacoBky (YIIaKOBKM)
JIeKapCTBEHHBIX MPernapaToB BO BTOPUYHYIO (TOTPEOUTETHCKYIO) YITAKOBKY
JIeKapCTBEHHOTrO mpernapara (a Ipu ee OTCYyTCTBUM - B IEPBUYHYIO YITAKOBKY
JleKapCTBEHHOTO Mperapara) 1 Mpou3BOICTBEHHYIO CTaUIO BbIITYCKAIOIIEro
KOHTPOJISI KaUeCTBa.

30. [lepemaua cBeeHMIT CyObeKTaMy 0OpaleHusI JieKapCTBEHHBIX CPEICTB
B CMCTE€MY MOHMTOPUHTIA OCYIIEeCTB/ISIETCS HA OCHOBE pa3paboTaHHbIX
MHGOPMAIMOHHBIX 3JIEKTPOHHBIX CEPBMCOB OMIEPAaTOPOM CUCTEMbI
MOHMTOPMHTA C UCIIOJb30BaHMEM CTaHIAPTHbBIX IIPOTOKOJIOB U
MHTEep(deiicoB 371eKTPOHHOTO B3aMMO/IE/CTBUSI.

ABTOpMU3aLus Cy0ObeKTOB 0OpalleHusl JieKapCTBeHHbIX CPEJICTB -
OpraHmM3aiuii, IpM3HaBaeMbIX HAJIOTOBBIMM pe3uaeHTaMu Poccuiickoi



depepauyu, UHAUBUAYAIbHBIX IIPeANIPUHUMATENEN U IIPeCTaBUTEbCTB
MHOCTPAaHHBIX OpraHu3anuii Ha Tepputopum Poccuiickoin @emepaiinm,
SIBJISTIOIIMXCSI lepKaTeasiMy WM BilafesbllaMy PeTUCTPALIMOHHOTO
YA,0CTOBEpPEeHMS, B CUCTEMe MOHUTOPMHIA OCYLeCTBIISIETCS ITOCPeCTBOM
MICITOJIb30BaHMS KBAIUGUIMPOBAHHOTO cepTudMKaTa.

ABTOpU3aLus Cy0beKTOB ob6palleHusl JieKapCTBeHHbIX CPEJICTB -
OpraHm3aiuii, IpM3HaBaeMbIX HAJIOTOBBIMM pe3uaeHTaMu Poccuiickoi
®enepauyu, U UHOAUBUAYAIbHBIX [IPeANIPUHMMATENIEN B CUCTEME
MOHMUTOPUHTA MOXET OCYILIECTBJISITbCS TOCPEACTBOM UCIOIb30BaHMUS
dbenepanbHOI rocygapCcTBEHHOM MHPOPMAILIMOHHO cucTeMbl "EnnHast
cucteMa uaeHTUGUKAIUM U ayTeHTUGUKAIUY B MHQPACTPYKTYpe,
obecrieunBaroieit MHGOPMaIMOHHO-TEXHOJIOTMYeCKOoe B3auMOoIeicTBIe
MHGOPMAaIMOHHBIX CUCTEM, UCIIONb3yeMbIX AJI5 PeA0CTaBIeHNS
rocy/lapCTBEHHBIX ¥ MYHULIMIIAIbHBIX YCIYT B 3JIEKTPOHHOI opMme”.

ABTOpU3aLMs CYOBEKTOB 0OpalleHusI JIeKapCTBEHHBIX CPEJICTB -
MHOCTPAHHbIX OPraHU3aLuii, SIBISIOINUXCS Aep>KaTeasaMU UIn
BJIaJleIbIIaM¥ PETrUCTPALIMOHHOTO YIOCTOBEPEHNSI, HE TIPU3HABAE€MbIX
HaJI0rOBbIMMU pe3umeHTamu Poccuiickor @enepaum  He UMEIOIIUX
MpeCcTaBUTENbCTB Ha TeppuTopumn Poccniickoit @enepaiiiu, B CUCTEME
MOHUTOPUHTA OCYIIECTBISIETCS MTOCPENCTBOM UCITONb30BAHUS IIPOCTOMN
3JIEKTPOHHOM MOATINCHA.

31. CBenmeHus, repeaBaeMble B CUCTEMY MOHUTOPUHTA, GOPMUPYIOTCS U
MpeJCTaBISIIOTCS B pOpMe 31eKTPOHHBIX JOKYMEHTOB, MOANMCAHHbIX
YCUJIEHHOV KBaAU(PULMPOBAHHOI 3/IeKTPOHHOI MOANUCHIO, 3a
VICKITIOUEHMEeM CIyvaeB, IPeIyCMOTPeHHbIX ab3aliaMi BTOPBIM - LIIECThIM
HACTOSILero IMyHKTa.

He moanuchIBalOTCS yCUMA@HHOM KBAIMGUIMPOBAHHOI 3/IeKTPOHHOI
IOJIIMUCHIO:

CBelleHNsI 0 PO3HMYHOI TOProBJie JieKapCTBEHHbIMMU MpernapaTaMu,
nepeiaBaeMbie Cy0ObeKTaMy 00palleHust JieKapCTBEHHBIX CPEJICTB B
3JIEKTPOHHO hopMe B cocTaBe (PMCKATbHBIX JOKYMEHTOB B COOTBETCTBUM C
3aKOHOIaTeNbCTBOM Poccuiickoii @enepanuut 0 IpUMEHEHUM KOHTPOJIbHO-
KacCOBOJ TeXHUKU;

CBeneHud O BbIBOJE U3 o6op0Ta JIEKaPCTBEHHBIX IIPEIIapaToB,



repeaBaeMbie CyObeKTaMy 00palieHust JieKapCTBEHHBIX CPEJICTB B
9JIEKTPOHHO popMe C UCII0Ib30BAaHUEM PETMCTPATOPOB BHIOBITHUS MU
KOHTPOJIbHO-KaCCOBOJ TeXHUKM (IIPU OTITyCKe 6eCIIaTHO WIIM CO CKUIKO
JIeKapCTBEHHbIX MIPerapaTos 10 PeLenTy Ha JIeKapCTBeHHbIe Iperaparsl);

CBeJIeHMsI, ITepegaBaeMbie CyObeKTaMy 00 palleHus JeKapCTBEHHbIX
CPEeJICTB B 3JIEKTPOHHO (hopMe C MCII0Ib30BaHMEM YCTPOICTB
perucTpanyum SMUCCUN;

CBeJleHMs, epelaBaeMble B COOTBETCTBUM C HACTOSIIMUM [lo/iokeHMeM
OpTaHM3aUMUSIMU - CyObeKTaMM 00paleHMs JIeKapCTBEHHBIX CPEICTB, HE
SIBJISTIOIMIMMCSI OpraHU3aluMsIMU, IIPM3HAaBaeMbIMM HaJIOTOBbIMU
pesuneHtamu Poccuiickoin ®emepaiinn.

32. Ilepenayva cBeleHUI B CUCTEMY MOHUTOPUHIA OCYLIECTBIISIETCS
TOCpeICTBOM HarpaByieHus ¢aityioB B opmaTe 1 B COOTBETCTBUM C
MHCTPYKLMEN, ONUCHIBAIOIIEl IIpoLeyphl IIpeCTaBIeH s CBeleHUil
cyObeKTaMM 0OpalleHMs JIEKAPCTBEHHBIX CPeJICTB, COTIaCOBAHHBIMM C
MuHucTepcTBOM 34 paBooxpaHeHns: Poccuiickoi @epgepauyn u
pasMelleHHbIMM OTIepaTOPOM CUCTEMbI MOHUTOPUHTA B MH(POPMALIMOHHO-
TeJIeKOMMYHMKAILIMOHHOJ ceT "VIHTepHeT" Ha ero ouiiMaabHOM caiiTe.

IaToii mpeAcTaBaeHNs CBeIeHMI B CMCTEMY MOHMTOPMHTA CUMTAETCS JaTa,
3aduKcUMpoBaHHAs B KBUTAHLIMM O IpUeMe CBefeHuit, hopMupyemoit mpu
UX YCITeIIHO 0TpaboTKe U puKcaluy B CUCTEMEe MOHUTOPUHTA B (popme
37IEKTPOHHOTO JOKYMEHTA, 3a MCK/IIUYEHEeM ITpeICTaB/IeHNsI CBeIeHII B
COOTBETCTBUM C ITYHKTOM 44 HacTosero ITosokeHns: ariTedHON
opraHM3alueit, OCyIlecTBISION el pPO3HUYHYIO TOPTOBJIIO JIeKApCTBEHHBIMMU
rpernapaTamiu, MapKMpOBaHHBIMMU CpeJICTBaMU UAeHTUOUKAILINA, U OTITYCK
JIeKapCTBEHHBIX ITpernapaToB, MapKMPOBAHHBIX CPeICTBAMMU
MaeHTUUKALIMM, CO CKMAKOM M0 pelenTy Ha JIeKapCTBEeHHbBIE TIperaparhl,
CyO'beKTOM oOpalieHus