NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
oT 14 mekabps 2018 r. N 1556

Ob YTBEPXJIEHIMU ITOJIOXKEHMA
O CUCTEME MOHUTOPHUHTA IBV>KEHV JIEKAPCTBEHHBIX ITPETTAPATOB
JJI1 MEIULIMHCKOI'O ITPUMEHEHIN A

[TpaBuTenbcTBO Poccuiickoit demepaliy MOCTAaHOBIISET:

1. YrBepauThb npunaraemoe [onoskeHne 0 CUCTEME MOHUTOPUHTA ABMKEHMS JIeKapCTBEHHBIX ITPEIapaToB
IJIST MeIUIIMHCKOTO TTpUMeHEeHMSI.

1(1). YcTaHOBUTD, UTO IOpUANYECKME JIULIA U UHAVBUAYA/IbHbIE TIPeAITPUHUMATEN, SIBISIOIecs
cyObeKkTaMy 0OpalleHust JiIeKapCTBEHHBIX CPEJICTB B COOTBETCTBUM C [TonoskeHeM, yTBepsKAeHHbIM
HACTOSII VM ITOCTaHOBJIEHMEM (Jlasiee - CyObeKThI 0OpalleHNsI JIeKapCTBEHHBIX CPEJICTB):

OCYIIECTBJISIIOT CBOIO PETUCTPALMIO B CMCTEME MOHUTOPUHTIA ABVOKEHMS IeKapCTBEHHbIX MPernaparToB /1S
MeIUIMHCKOTO TIpUMeHeHus (Jaee - cucreMa MOHUTOpuHra) ¢ 1 suaps 2020 r. mo 29 despans 2020 r.
(BRITIOUMTENIbHO) SO0 T1ociie 29 dheBpasst 2020 . B TeueHne 7 KaJeHIAPHBIX THEN CO THS BOSHUKHOBEHUS Y
CyO'beKTOB 0OpallleHMsI JIeKapCTBEHHBIX CPeJICTB HeOOXOIMMOCTHM OCYIIeCTBIeHMS esiTeTbHOCTH,
CBSI3aHHOI1 ¢ oOpalieHreM JeKapCTBeHHbIX MperapaToB MpY HaAM4YMK MpaBa OCYIIEeCTBISATh TaKyI0
IesITeJIbHOCTbD;

He 103 Hee 21 KajieHIAPHOTO JHS CO IHSI perucTpauuy B CUCcTeMe MOHUTOPUHTa 06ecrieunBaoT
TOTOBHOCTH CBOMX MH(POPMAIMOHHBIX CUCTEM K MHOOPMAIIMOHHOMY B3aUMOAEMCTBUIO C CUCTEMOIA
MOHMTOPMHIA ¥ HAMPaBJSIIOT ONlepaToOpy CUCTEMbl MOHUTOPUHTIA 3as1BKY Ha IPOXOKAeHNe TeCTUPOBAHUS
MHGOPMAIMOHHOTO B3aMMO/ECTBHUS C YyKa3aHMeM MMPOM3BOAUTe el MporpaMMHO-aInapaTHbIX CPeCTB
MHGOPMAIMOHHBIX CUCTEM;

MPOXOJISIT TECTMPOBaHMe MHOOPMAIIMOHHOTO B3aMMO/IeCTBISI CBOMX MH(MOPMAILIMOHHBIX CUCTEM U
CUCTEeMbl MOHUTOPUHTA B COOTBETCTBUM C TTOPSIAKOM, pa3MellleHHbIM Ha OpUIIMaIbHOM CaiiTe oriepaTopa
CUCTEeMbI MOHUTOPUHTA B MHGDOPMAIIMOHHO-TeJIEKOMMYHMUKALIMOHHO ceTy "VIHTepHeT", B OTHOILIEHUMA
MapKMUPOBKM JIEKaPCTBEHHBIX ITPerapaToB, BBOAA B 000POT JIeKapCTBEHHBIX ITperapaToB, UX 000poTa 1
BBIBOJIA 13 060pOTa B COOTBETCTBUM C [T0JIOKEHMEM, YTBE PXKIEHHBIM HACTOSIIIIMM ITOCTAHOBJIEHUEM, B
TeueHMe 2 KaJIeHJapHbIX MeCSIIEB CO IHSI TOTOBHOCTY CBOUX MH(MOPMAIMOHHBIX CUCTEM K
MHGOPMAIMIOHHOMY B3aMMO/IeICTBUIO C CUCTEMOI MOHUTOPUHTA;

BHOCSIT HaumHas ¢ 1 uronst 2020 r. B cucTeMy MOHUTOPMHTA CBeeHMsI 000 BCcex omnepalusix, Iponu3BOAMMbIX
C JIeKapCTBEHHBbIMM IIpernapaTaMy B COOTBETCTBUM C I10JI0keHMeM, YTBe PXXAEeHHBbIM HACTOSIIUMM
IIOCTaHOBJ/IEHMEM.

1(2). Perucrpanys B MHGOPMAILIMOHHOM CUCTEME, B KOTOPOI OCYIIECTBIISIIOCh MH(GOPMAIIMIOHHOE
obecrieueHue MpPOBeeHMs IKCIIEPUMEHTA B COOTBETCTBUM C IocTaHOBaeHeM [IpaBuTenbcTBa Poccuiickoii
O®enepauyu ot 24 auBaps 2017 r. N 62 "O npoBeJieHUM 3KCIIEPUMEHTA 110 MapKUPOBKE KOHTPOJIbHBIMU
(MmeHTU(GUKALMOHHBIMM) 3HAKaMM ¥ MOHUTOPMHTIY 32 000POTOM OTAEIbHbBIX BUIOB JIEKAPCTBEHHBIX
rpernapaTrosB AJis1 MeIUIMHCKOTO MpUMeHeHUs", I0PUIUUECKUX UL U PU3MUUeCKUX UL,
3aperuCTPUPOBAHHBIX B KAUECTBE MHAUBUAYAJIbHBIX IIPEANIPUHUMATEEN, KOTOPBIE 10 COCTOSIHUIO Ha 1
ssuBapst 2020 T. IBJISIOTCS CYyObeKTaMy 00palleHMsl JIeKapCTBEHHBIX CPEICTB, IPYPAaBHMBAETCS K
perucTpaium B CuCTeMe MOHUTOPUHTA.

B ciyyae eciiu B paMKax 3KCIIepUMEHTA CBeIeHMsI, IpeicTaBlIeHHbIe CyObeKTaMu o6palleHus
JIeKapCTBEHHBIX CPE/ICTB B MHPOPMAIIMOHHYIO CUCTEMY, B KOTOPOJ OCYIIECTBISIOCh MH(DOPMAIIMIOHHOE
obecrieueHne MPOBeIeHNS SKCIIEPUMEHTA, a TAaKKe TOKYMEHTbI, ITpe/icTaBlIeHHbIe UMK B DefeparbHYIO
CITY>KOY 110 Hafi30py B cdepe 34paBOOXpaHeHNs], He OTBEUAIOT TPe6GOBAHMSIM K CBEEHUSIM U JOKYMEHTaM,
TpeyCMOTPeHHBIM [10JI0KeHNEM, YTBE PSKIEHHBIM HACTOSIIMM ITOCTAHOBJIEHMEM, TaKMe CYObeKTbhI



obpalieHus JeKapCTBeHHbIX cpeAcTB HaunuHas ¢ 1 ssuBapst 2020 1. BHOCST HeocTaomue 1 (Mn)
aKTyaJbHble CBeJleHMsI B CUCTEMY MOHUTOPUHTIA, a HeJOCTaLye U (MIK) aKTyaJlbHble JOKYMEHTbI
npecTaBsiioT B PefepanbHylo CIy>K0y 10 Hag30py B cdepe 3apaBooxpaHenus mo 1 uiomnst 2020 r.
(BKIIIOUMUTENBHO).

1(3). CyobeKTbl 06paleHust JIeKapCTBEHHBIX CPEJICTB, SIBJISIIOIIECS TPOM3BOAUTEIIIMM JIEKAPCTBEHHbIX
CpelCTB, B OTHOILIEHUM KOTOPBIX MMM OCYILECTBIISIOTCS TEXHOJIOTUYECKMe ollepalnyu, COOTBETCTBYIOLME
MPOM3BOJICTBEHHBIM CTaAMsSIM (HacoBKM (YITAaKOBKM) JiIeKapCTBEHHBIX IIperapaToB (B caydyae MpOM3BOACTBA
JIeKapCTBEHHOTO Tperapara Ha Tepputopum Poccuiickoit @emepauun), win gepxareasimMmu (BaageabliaMu)
PErucTPaluMOHHbIX YIOCTOBEPEH NI IeKaPCTBEHHBIX ITPerapaToB MO0 MpeICTaBUTeIbCTBAMMU
MHOCTPAHHBIX OpraHu3almii Ha Tepputopum Poccuiickoi demepaniyiy, SBISIOIINXCS TepsKaTeasIMU
(BnagenbLamm) perucTpaliOHHbIX YIOCTOBEPEH NI JIeKapCTBEHHBIX ITperapaToB (IIpy IIPOU3BOA,CTBE
JIeKapCTBEHHOTrO IperapaTa BHe Tepputopumn Poccuiickoi @epepanyin), 10 BBOAA JIEKaPCTBEHHBIX
TpernapaToB B 060POT:

BHOCSIT B CCTEMY MOHMUTOPMHTA CBEAEHMS O JIEKapCTBEHHBIX ITperaparax B COOTBeTCTBUM ¢ [TosokeHMEM,
YTBEPKAEHHBIM HACTOSIIINMM ITOCTAHOBJIEHMEM, He Mmo3aHee 30 KaJleHAapHbIX JHE CO THS CBOeii
perucTpauyuy B CUCTEME MOHUTOPVHTA;

HAIIPaBJISIIOT C UCMOJ/Ib30BaHMEM CUCTEMbI MOHUTOPUHTA OTIEPATOPY CUCTEMbI MOHUTOPUHTA 3asIBKY (B
9JIEKTPOHHO hopMe) Ha MoyueHe YCTPOMCTB PEerucTpaIuy SMUCCUMU KOJIOB MapKUPOBKYU MU
MpemoCTaBlIeHe K HeMY YIaJeHHOro 1ocTymna He mo3gHee 1 mast 2020 r. 160 B TeueHne 7 KaJaeHIAapPHBIX
IHEe CO THS perucTpauym B CUCTeMe MOHUTOPYHTA IIPY BO3HUKHOBEHUY Y CyObEKTOB 0OpalleH st
JIeKapCTBEHHBIX CPEACTB HEOOXOIMMOCTH OCYIIEeCTBIEHMS IesITeIbHOCTY, CBSI3aHHOJ C 0OpaleHueM
JIeKapCTBEHHBIX IperapaToB NPy HAJMUYMM TpaBa OCYIIECTBISITh TaKYIO JesITeIbHOCTD;

obecrieunBaioT ¢ 1 urois 2020 r. HaHeceHMe CPeICTB UAeHTUGUKALIMY Ha TTIEPBUYHYIO YIIAKOBKY
JIeKapCTBEHHOTO TIperapara (B c/iydae, eCjii BTOpUUYHAs YIIaKOBKa He MpeyCMOTPEeHa) M Ha BTOPUUYHYIO
(MOTpebUTEeTbCKYI0) YITAKOBKY JIEKAPCTBEHHOTIO IIperapara;

umeroT 1paBo ¢ 1 suBaps 2020 r. HAHOCUTD CpeiCTBa UAeHTUdUKALIMYM JJeKapCTBeHHOIO Iperapara Ha
TIePBUYHYIO YIIAaKOBKY JIeKapCTBEHHOTO Ipernapara (B cjiyuae, ecjii BTOpMYHAs yIIaKOBKa He
MpeayCcMOTpeHa) ¥ Ha BTOPUUHYIO (MTOTPeOUTENbCKYIO) YIIAaKOBKY JIeKapCTBEHHOTO ITperapara.

[Ipu 3TOM B CiTyuae, ecyiv CyObeKThl 0OpalleHMs JieKapCTBeHHBIX CpeicTB HAaHOCAT ¢ 1 stuBaps 2020 T.
cpelcTBa UAeHTUUKALIMY JIeKaPCTBEHHOTO IIperapara Ha IepBUYHYI0 YIIaKOBKY JIeKapCTBEHHOTO
npernapara (B cyJae, eCiy BTOpMYHAS YIIaKOBKa He ITPeyCMOTpeHa) M Ha BTOPUYHYIO (TOTPEOUTENbCKYIO)
YIIAaKOBKY JIEKaPCTBEHHOTO IIperapara, TO OHY IPeCTaB/ISI0T CBeleHs O HAaHeCeH UM CpeiCTB
UIOEeHTUPUKALINUY B CUCTEeMY MOHUTOPUHTA.

1(4). CybbeKThbI 0OpaleHust JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISIIONIEe MEAULIVMHCKYIO AeSITeJIbHOCTDb U
BBIBOJI 13 060POTa JIeKapCTBEHHbIX IIPerapaToB Py OKa3aHUM MeAULIVHCKO ITOMOIIY, a TAaKKe CyObeKThI
obpaleHus JeKapCTBEHHBIX CPEACTB, OTIYCKAIOIIye JIeKapCTBeHHbIE TTperapaThl 0ecIIaTHO 10 PeIenTy
Ha JIeKapCTBEHHbIe IpenapaThl, HAIPaBJISIOT C MCIIOJIb30BAHUEM CUCTEMbBI MOHUTOPUHTA OIIepaTopy
CUCTEeMbI MOHMTOPUHTA 3asIBKY (B 9JIEKTPOHHOJI (popMe) Ha MoTyUYeHMe PerucTPpaToOPOB BbIOBITHS He
no3aHee 15 ¢pepanst 2020 r. 160 B TeueHue 7 KaJeHIAPHBIX JHE CO THS PEeruCcTpalyuy B CUCTEME
MOHMUTOPMHTA ITPY BO3HMKHOBEHUM Y CYOBEKTOB 0OpalieHMsI JIEKapCTBEHHBIX CPeJICTB HEOOXOAMMOCTH
OCYILleCTBIEHUS AeITeIbHOCTH, CBSI3aHHOI ¢ 06palieHeM JJeKapCTBeHHbIX MperapaToB Py HATUIUK
IpaBa OCYILECTBJSTh TAKYIO NesTeTbHOCTb.

1(5). YcTaHOBUTD, UTO OMI€paTop CUCTEMbI MOHUMTOPMHTA 00eCcIieuBaerT:

OCHalleHue cCyO'beKTOB 06pallleHNsI TIeKapCTBEeHHbBIX CPefCTB, IIPeIyCMOTPEeHHBIX TYHKTOM 1(3)
HAaCTOSILETO [IOCTAHOBIEeHYS, YCTPOMCTBAMY PETUCTPALUY SMUCCUY KOJLOB MapKUPOBKYU UITU
NpefoCTaB/lIeHe UM YAAIeHHOTO JOCTYIa K TAKMM yCTPOIICTBAM PerucTpaiuy SMUCCUN, pa3MeleHHbIM B
MH(GPaCTPyKType onepaTopa CUCTeMbl MOHUTOPUHTA, Ha YCJIOBUSIX, MPeAYyCMOTpPeHHbIX [lonokeHneM,



YTBEPKJeHHbIM HACTOSIIMM ITOCTAHOBIE€HNEM, He TI03[jHee 45 KajleHIapHbIX THel CO THS MOTyYeHUs OT
CyOBeKTOB 0OpaleHNsI IeKaPCTBEHHBIX CPEJICTB 3asIBKU Ha MOTyuYeHMe TaKUX YCTPOMCTB MUY yIaJeHHOTO
IOCTyTIa K HUM;

OCHalleHye CyO'beKTOB 00palleHMs TIeKapCTBEHHBIX CPECTB, OCYIIECTB/ISIOMUX MeAUIINHCKYIO
IesiTeTIbHOCTD M BBIBOJI M3 060POTa JIeKapCTBEHHBIX ITPerapaToB Py OKa3aHUM MeAUIIVHCKO ITIOMOIIM, a
TaKKe Cy6GbeKTOB 0OpalieHus JeKapCTBeHHbIX CPeICTB, OTITYCKAIOUMX JTeKapCTBeHHbIe MperapaThbl
6ecruIaTHO 1O pelerTy Ha JieKapCTBeHHbIe MpernapaThl, perucTpaTopaMy BbIOBITHSI HA YCIOBUSX,
MpeayCcMOTpeHHbIX [ToyokeHeM, YTBEPKIEeHHBIM HACTOSIIIMM ITOCTaHOBJIEHMEM, He TT03aHee 45
KaJIeHAAPHBIX JHEN CO THS IMOJyUYeHNsI OT CyObeKTOB 0OpallleHus IeKapCTBEeHHbIX CPeICTB 3asiBKM Ha
MOJIy4eH e TaKuX YCTPOIICTB;

OpraHM3alyIo TeCTUPOBAHMS MH(POPMAIIMOHHOI'0 B3aMMO/IeiCTBYSI MH(GOPMAIMOHHBIX CUCTEM CYyOBEKTOB
obpaileHus 1eKapCTBEHHBIX CPEACTB U CUCTEMbI MOHUTOPUHTA He Mo3aHee 30 KajJeHAapHbBIX THeN co JHS
TOJTyYeHMsI OT CyOBeKTOB oOpalieHIs JIeKapCTBeHHbIX CPeICTB 3asBKY Ha ITPOXOKIeHMEe TeCTUPOBAHUS
MHGOPMAIMOHHOTO B3aMMO/IeCTBHUS.

1(6). YcTaHOBUTbD, UTO OTI€paTOP CUCTEMbI MOHUTOPMHTA T10 3aIIPOCY CYyObeKTOB 0OpallleHMsI
JIeKapCTBEHHBIX CPeJICTB IIPeJOoCTaB/sieT KOabl MapKuUpoBKkU ¢ 1 suBaps 2020 r.

1(7). YcTaHOBUTB, YTO IVIATA 32 OKa3aHMeE OIepaTOPOM CHUCTEeMbl MOHUTOPMHTA YCITYTU T10
IIpeaoCcTaBJAeHMIO KOJOB MapKUpOBKY B3umaeTcs ¢ 1 uwomas 2020 r.

2. Peanmsaiust HaCTOSIIIETO TTOCTAHOBIEHMSI OCYIIECTBIISIETCSI COOTBETCTBYIOIIMMM dDeaepaTbHbIMU
OopraHaM¥ UCIIOJIHMUTEIbHO BJIACTY B IIpeJiesiax yCcTaHOBIeHHO [IpaBuTenbcTBoM Poccuiickoii
denepanuy MpeaeTbHON YMCIEHHOCTU UX PAOOTHUKOB U OI0IKE THBIX aCCUTHOBAHMUIA, TPeIyCMOTPEHHBIX
1M B peepasbHOM OI0/IKeTe Ha PYKOBOICTBO U YIIpaBjieHMe B chepe yCTaHOBJIEHHbIX (YHKIIUIA.

3. Hacrosiiiee 110CTaHOBJIEHNE BCTYIIA€T B CMJIy CO OHA €ro odmumaanoro OHY6JII/IKOB3HI/IH, 3a
MCK/IIOUYEeHEeM HO)IO)KeHI/Iﬁ, YKAa3aHHbBIX B ITYHKTE€ 4 HACTOSIIEro MOCTAHOBJIEHNSI.

4. TTonoxkeHue O cUCTeMe MOHUTOPUHTA IBVOKEHUS JIeKapCTBEHHBIX MPernapaToB AJ1s1 MeIUIIMHCKOTO
MIpUMeHeHNs1, yTBepKAeHHOe HAaCTOSIIMM OCTaHOBIeHMEM, B OTHOIIIEHUY TIPOU3BOAUTe el
JIeKapCTBEHHBIX CPELICTB B YaCTY HAHECEeHMS Ha IIePBUYHYIO YIIAKOBKY (B OTHOLIEHUM JIeKapCTBEHHbBIX
TperapaTos I/ MeOULMHCKOTO NIPUMeHeHMs, 4J1s1 KOTOPBIX He IIpefyCMOTpeHa BTOpUYHAas yIIakoBKa) U
BTOPUYHYIO (MTOTPEOUTETHCKYIO) YITAKOBKY JIEKAPCTBEHHBIX ITPEapaToB Al MeIULIMHCKOTO MPpUMeHEeHUsT
cpencTBa UaeHTUdUKALMM, a TAKKe B OTHOIIEHUM I0PUAMUECKUX JIULL U UHAUBUAYATbHbBIX
MpeaIpMHUMaTesieli, OCyIeCTBISIONNX IMTPOU3BOICTBO, XpaHeHMe, BBO3 B Poccuiickyio denepaliinio,
OTITYCK, peaJiM3almio, epenavy, IpMMeHeHe U YHUUTOXKEHMe JIeKapCTBEHHbBIX ITpernapaToB OJIs
MeIUIIMHCKOTO MPUMeHEeHMsI, B YaCTy BHeCeHUsT MHGOPMAIMM O JIeKapCTBEHHBIX ITperapaTax Ijisi
MeJIUIIMHCKOTO MPUMEeHEHNS B CUCTEMY MOHUTOPUHTA IBUKEHMS JIeKapCTBEHHBIX ITperapaToB AJIs
MeIUIIMHCKOTO MPYMEeHEeHMsI BCTYIIaeT B CUJTY CO JHS BCTYIJIEHUS B CUJTy a03alleB BTOPOTO U IISITOTO
MOAMYHKTA "6" myHKTa 7 craTtbhy 1 ®emepanbHoro 3akoHa ot 28 mekabps 2017 r. N 425-®3 "O BHeceHUU
usMeHeHui1 B @emepanbHblil 3aK0H "O6 obpalleHuM JeKapCTBEHHbBIX CPEICTB".

IIpencenarens [IpaBuTeibCTBa
Poccuiickoit ®enepauynu
IO.MEJIBEJIEB

YTBepKOAEeHO

rnocraHoByieHueM [IpaBuTe/ibCTBA
Poccuiickoit ®@enepaiyin

oT 14 nekabps 2018 r. N 1556

[TOJIOXKEHUE
O CUCTEME MOHUTOPHUHI'A NBM>KEHVS JIEKAPCTBEHHBIX TTPEITAPATOB
JJIA MEOMLIMHCKOI'O ITPUMEHEHNW A



I. O61ye 1oIoKeHUs
1. Hacrosmiee ITonoxkeHue onpemessier:

a) MOPSIOK HAaHeCeHMsI CPeICTBa MAEeHTUPUKALIVM JIEKAPCTBEHHOTO Iperapara JIJiss MeIUIIMHCKOTO
MIpMMeHeHMs (fajee - JeKapCTBeHHbIe ITperapaThl), TPe60BaHMS K €T0 CTPYKType U hopmary
mMHboOpMaIMK, KOTOPYIO COAEPXKUT CPeICTBO UAeHTUhMUKAIMM IeKapCTBEeHHOTro pernapara, 1 ero
XapaKTePUCTUKMA;

6) IMMopAaAaoK Co3aaHus, pa3BuUTUA, BBOJaA B SKCILJIyaTallI0, SKCIIyaTallM M BbIBOA A M3 SKCILITyaTall
CHUCTEeMbI MOHUTOPHMHTIA OBVXKEHMA JIEKAPCTBEHHDLIX ITPEIIapaTOB (L[anee - CucreMa MOHI/ITOPI/IHI‘a);

B) MOPSIIOK B3ayMOJECTBUS CMCTEeMbl MOHUTOPMHTA C MHBIMM TOCYIapCTBEHHbIMM MH(MOPMALMOHHBIM U
cucteMaMy M MHOOPMAaIMOHHBIMY CYCTEMaMy I0OPUANUECKUX JIULL U MUHAUBUAYATbHbBIX
MpeIpyuHUMAaTeiei, ykasaHHbIX B yacTsax 7 1 10 crateu 67 GegepanbHOro 3akoHa "O6 obpaiieHnn
JIEKapCTBEHHBIX CPENICTB";

T) TIOPSIIOK BHECEHMS B CUCTEMY MOHUTOPUHTA I0PUANYECKUMU TUITAMU Y UHAVBUAYAIbHbIMU
MIpeaIPUMHUMATEISIMU, OCYIIEeCTBJISIONIIMY TPOU3BOICTBO, XpaHeHNe, BBO3 B Poccuiickyio ®@enepainio,
OTITyCK, peaqn3aluio, mepegady, IpuMeHeHe ¥ YHUYTOKEHME JIEKapCTBEHHBIX IIperapaToB, MHGopMaium
0 JIeKapCTBEHHbIX IIpernapaTax 1 ee COCTaB;

1) TIOPSIIOK TpeIocTaBaeHMsI MHGOpMaIMM, COIepsKalleiics B CMCTeMe MOHUTOPMHTA.
2. TToHsgTHUS, UCITO/Ib3yeMbIe B HacTosIIeM [TonokeHnn, 03HaAYaroT caenyoiiee:

"arperMpoBaHue” - Mpolecc 06beIMHEHMS TeKapCTBEHHBIX ITPerapaToB Ha JIloOoM aTare oopalieHus
JIeKapCTBEHHBIX MTPernapaToB Cy6GbeKTOM 0OpaleHMsI TeKaPCTBEHHBIX CPEJICTB B TPETUYHYIO
(TPaHCIIOPTHYIO) YIIAaKOBKY JIEKAPCTBEHHBIX MTPEIApaTOB C HAHECEHMEM COOTBETCTBYIOIIETO KOJa
UIeHTUGUKALIUY TPETUUHO (TPAHCIIOPTHO) YIIAaKOBKY JIEKAPCTBEHHBIX IPeIapaToB U C COXpaHeHMEeM
MHGOPMAIMK B CUCTEME MOHUTOPMHTA O B3aMMOCBSI3U CPEICTB UAEHTUHUKAIIMN UM KOJIOB
UIeHTUGUKAIMY KXKIOTO BJIOXKEHHOTO B TaKyI0 YIIAKOBKY JIEKAPCTBEHHOTO Tperapara ¢ KoJIoM
UOeHTUGUKAIMY TPETUYUHO (TPAHCIIOPTHOI) YITAKOBKY JIEKAPCTBEHHBIX MTPEIapaToB;

"BBOJI, B 060POT JIeKapCTBEHHBIX MPernapaToB”:

IIpU IPOU3BOACTBE Ha TeppuTopun Poccuiickoit @enepaunuu - onepaunum, Npou3BOIUMbIE C
JeKapCTBEHHbIMU MperapaTaMy OT MPOXOKAeHUSI TPOU3BOCTBEHHOI cTaauyu HacoBKM (YIIAKOBKN)
JIeKapCTBEHHBIX IIPerapaToB B IePBUYHYIO YIIAKOBKY JIEKaPCTBEHHOTO Ipernapara (B OTHOLIeHUU
JIeKapCTBeHHBIX IIpernapaToB, [JIsi KOTOPbIX He IIpeAyCMOTpeHa BTOPUYHAs (MOTpeduTenbCKasl) yriakoBKa
JIeKapCTBEHHOTO Iperapara) ¥ BTOPUUHYIO (ITOTPeOUTENIbCKYIO) YITaKOBKY JIeKapCTBEHHOTO Mperapara 1o
3aBeplIeHys IPOU3BOACTBEHHONM CTaAMM BbIITYCKAIOLIEr0 KOHTPOJIS KaueCTBa U IpeCcTaBIeHNs
IOKYMEHTOB M CBeJIeHMIA, TpelyCMOTPEeHHBIX YacThio 1 ctaTthy 52.1 ®epepanbHoro 3akoHa "0O6 obpalieHnmn
JeKapCTBeHHBIX cpeAcTB", B @elepanbHyI0 CIyKOY 110 HaA30py B cepe 31 paBOOXpaHeHMS WIN TTOTyIeHUS
paspeleHusi, MpegyCMOTPEHHOTO YacThio 7 ctatby 52.1 denepanbHoro 3akoHa "O6 obpalieHnUn
JIeKapCTBeHHBIX CpeACTB" (B c/lyuae MPOU3BOACTBA MMMYHOOMOIOTMYECKMX JIEKaPCTBEHHBIX ITPENapaToB);

Py IPOM3BOICTBE BHe TeppuTopun Poccuiickoii @enepain - onepanuu, Ipou3BOAMMbIE C
JleKapCTBEHHbIMU TTperapaTaMy OT MPOXOXKAEHMS POU3BOICTBEHHO cTaanuy hacoBKy (YITAaKOBKM)
JIeKapCTBEHHBIX IIperapaToB B IEPBUYHYIO YIIAKOBKY JIeKapCTBEHHOTO IpenaparTa (B OTHOIIeHUM
JIleKapCTBEHHBIX MTpernapaToB, 151 KOTOPbIX He ITpeayCMOTpeHa BTOpuUHas (oTpedbuTenbckas) yrakoBka
JIeKapCTBEHHOTO IIperapaTa) ¥ BTOPUYHYIO (TTOTPeOUTEeNbCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO Mpernapara 0
pasmMeleHust JieKapCTBEHHBIX ITperapaToB Ha hapMalleBTMYeCKOM CKJIajie U MpeACcTaBieHMs JOKYMEHTOB
" CBeJIeHUIA, TIpeTyCMOTPEHHBIX YacThio 2 cTaTbhy 52.1 ®emepanbHoro 3akoHa "0O6 obpalieHun
JleKapCTBEHHBIX CpeicTB", B DefepaibHYI0 CJIYy3KOY 0 HaA30py B cdepe 3/IpaBOOXpaHEeHM S WM MTOTyUYeHUS
paspelieHusi, IpeayCMOTPEeHHOTO0 YacThio 7 cTaThy 52.1 demepanbHOro 3aKoHa "O6 obpaleHnn
JIeKapCTBEHHBIX CPeACTB" (B CIyuyae MPOM3BOICTBA MMMYHOOMOJOTMYECKMX JIEKAPCTBEHHBIX MIPEIapaToB);



ab3ail yrpatui cuiy. - IToctanosnenue [Ipasutenscta PO ot 21.07.2020 N 1079;

"BTOpMUYHAS (MMOTPeOMTETbCKAs) YIIAKOBKA JIEKAPCTBEHHOTO IIperapara” - yIakoBKa, MOCTYITalomas K
MOTPEOUTEITIO U CITysKalast IJisk pa3MeleHns: e IMHUYHO ITepBUUHOI YITaKOBKU JIEKapCTBEHHOTO
rpernapara Ui 06beIMHSIONIast HECKOJIbKO MTePBUYHBIX YITAKOBOK JIEKAPCTBEHHBIX IPEIapaToB;

"BBIBOJ] 13 000POTa JIeKapCTBEHHBIX IIPeINapaToB” - peaausauus, Ipogaxa 1 OTIYCK (B TOM YMCJIe T10
pelenTy) JIeKapCTBEHHBIX MTperapaToB MOTPeouTe N0, IpMMeHeHNe, ITepeaua Ha YHUUTOXEHIe, yTpaTa U
CrMcaHMe JieKapCTBeHHbIX MpeIapaToB, 0TOOp 06pa3iioB, BIBO3 paHee BBe3eHHBIX B Poccuiickyio
depepalnio JIEKAPCTBEHHBIX MperapaToB (PEIKCIIOPT), a TAKKe BbIBOJ, 13 060pOTa 110 MHBIM MPUYMHAM ;

"r106aIbHBI MAEeHTUGUKAIMOHHBI HOMep TOPTOBO e JMHUIIbI" - YHUKAJIbHbIN KO, IPUCBauBaeMblit
rpyTiiie TOBapOB MPU UX OMMCaHUM B MHPOPMAI[MOHHOM pecypce, obecrieunBaiieM yueT 1 XpaHeHe
IOCTOBEPHBIX TaHHBIX O TOBAapax I10 COOTBETCTBYIOLE) TOBAPHOM HOMEHKIIAType;

ab3alibl IEeCSThIN - OMMHHAALATBIN yTpaTuau cuiy. - [ToctanoBaeHue ITpaBurtenscrBa PO ot 20.03.2020 N
311;

"uneHTUGUKATOP MpUMeHeHus" - TpedUKC, MPeICTaBISIONMIi c0607 Habop 13 2 iy 6oJiee 3HAKOB,
pacrosioKeHHbI B HauaJjie 3JleMeHTHOM CTPOKM U OJTHO3HAUHO OIpelesioNuii Ha3HaueHue u popmart
T0JIs JAHHbIX, CJIeIyIollero 3a npe@ukcom;

"MaeHTUGUKATOP CyObeKTa 00paleHus TeKapCTBEHHbBIX CPEICTB" - YHUKAIbHBIN KO, TPUCBaUBaeMbIi
CUCTEMOJ MOHUTOPUHTA CYyOBEKTY OOpaleHNs TeKapCTBEHHbBIX CPEICTB 110 MTOraM ero perucTpauum B
cucTeMe MOHUTOPYHTA HAa OCHOBE IepelaHHbIX CYObeKTOM 00palleHys JeKapCTBEHHbIX CPEACTB CBeIeHM 1
06 naeHTUPUKAIMOHHOM HOMepe HaJIOTOTIaTe bIMKa JIJIT KasKI0T0o afpeca MecTa OCyIleCTBIeHMS
IesITeJIbHOCTU COIVIACHO JIULeH3UM Ha ITIPOU3BOA,CTBO JIEKADCTBEHHBIX CPELICTB, TULEH3UN Ha
(dapmaleBTMYEeCKYIO 1esITeIbHOCTD, TUIeH3UY Ha AesITeIbHOCTD IT0 000POTY HAPKOTHUUECKUX CPECTB,
TICUXOTPOIIHBIX BEIeCTB U UX IMTPEeKYyPCOPOB, KyJIbTUBUPOBAHUIO HAPKOCOAEPXKAIIUX PACTEHUI U JIUITEH3UU
Ha MEIUIIMHCKYIO0 AesITeJbHOCTh (IIPY HAJIMYUU TAKOI JIUIIEH3UM) WM KOJle HAJIOTOTIaTe IbIMKA B CTPaHe
perucTpauum 1 Kofe CTpaHbl perucTpaium (A5 CyobekTOB 0OpallleHus JIeKapCTBEeHHbIX CPeJiCTB, He
MpU3HaBaeMbIX HAJOTOBBIMM pe3upeHTamu Poccuiickoit @epepanuyn);

"MHOVBUIYaJIbHbBIN CEPUITHBIN HOMEpP TOPTroBO¥ eAMHUIIbI" - M (pPoBast Uiy 6YKBeHHO-1M(ppPoBast
MOC/IeJOBATEbHOCTD;

"Kom uaeHTUdUKAUUN" - CepuUitHBIN I7100aabHbIN UAeHTUDOUKALIMOHHBII HOMEp TOPrOBO¥ e IMHUIIbI,
MpeICTaBISION M COO0 YHUKATbHbIN UAEHTU(GUKATOP BTOPUUHOI (ITOTPeOUTEbCKO) YIIAaKOBKY
JIeKapCTBEHHOTrO Iperapara (B ciaydae ee OTCYTCTBUS - ITIEPBUYHOM YITAKOBKYM JIeKapCTBEHHOTO Mpernapara),
dbopMupyeMmbIit TyTeM A00aBIeHMS K TJI00aIbHOMY UIeHTU(PUKALIMOHHOMY HOMEePY TOPrOBO €IV HUIIbI
UHIMBUYAJbHOTO CEPUITHOTO HOMepa TOPTOBOJ e AVHUIIbI;

"Kom uaeHTUdUKALUM TPETUUHO (TPaHCIIOPTHOI) YIIaKOBKM JIeKapCTBEHHOTO Ipernapara” - CMMBOJIbHas
M0CJ/IeIOBaTebHOCTh, opMUpyeMasi B COOTBETCTBUM C TPeOOBaHUSIMU, ITpeayCMOTpeHHbIMY pa3aenom 111
HacTosiero ITomoxenus;

"KOI MapKUPOBKU" - YHUKAJIbHASI ITOCII0BATEIbHOCTh CMMBOJIOB, COCTOSIIIAS M3 KOMIA UAeHTUDUKALIUA U
KOJla IpOBepKM, hopMupyemMas Jjis mejein maeHTubuKaum mepBUIHOM YIIaKOBKM (B OTHOIIEHUN
JIeKapCTBEHHBIX IMPerapaToB A1 MeOUILIMHCKOTO IIPUMeHeHNs, IJ1s1 KOTOPBIX He MpesyCcMOTpeHa
BTOpPMYHAS YITAKOBKA) ¥ BTOPUYHOI (TTOTPEOUTENTbCKO) YITAKOBKM JIEKAPCTBEHHBIX ITPEerapaToB s
MeIUIIMHCKOTO TIPUMEeHEHNS ;

"KOZ, TpOBEePKU" - TTOC/IeI0BaTe/IbHOCTh CMMBOJIOB, COOPMMPOBAHHAS B pe3yJibTaTe KpUITOrpagmuueckoro
1peobpa3oBaHMs KoJa UAeHTU(GUKALIMA U TT03BOJISIONIAS BHIIBUTH QaabCcuPUKAIIMIO KOIA
UIeHTUGUKALM IPY ero MpoBepKe € UCIOAb30BaHMeM (PUCKATbHOTO HAKOMUTES U (MJIM) TEXHUYECKUX
CpeICTB IIPOBEPKM KOJA ITPOBEPKH;



"/leKapCcTBeHHbIEe TpernapaThl, MapKMpPOBaHHbIE CPEACTBAMMU UAEHTUIUKALIMN" - TeKapCTBEHHbIe
rpernaparbl, Ha KOTOpble HAaHeCEeHbI CpeicTBa UAeHTUhUKALMYU U OCTOBEPHbIE CBeAeHMSs (B TOM UKC/ie
CBeJleH! S 0 HAaHeCeHHbIX Ha HUX CpelCTBaxX MAeHTUPUKaAUUU U (1K) MaTepUaabHbIX HOCUTEJSIX,
coJiepsKallx CpeficTBa MAeHTUPUKAI[MIM) O KOTOPBIX B YCTAHOBJIEHHOM TOpSsIJIKe TlepelaHbl B CUCTEMY
MOHUTOPUHTA;

"MapKMpOBKa yIIaKOBOK JIeKapCTBEHHbIX MperapaToB Cpe/icTBaMy uaeHTUdUKaun" - HaHeCeHe CPeiCTB
uaeHTUdUKAMY HA BTOPUYHYIO (TTOTPe6UTeTbCKYI0) YIIAaKOBKY JIeKapCTBEHHOTO Ipernaparta (a npu ee
OTCYTCTBUM - HA [IEPBUYHYIO YIIaKOBKY JIEKapCTBEHHOIO IIperapara);

"omnucaHue JeKapCTBEHHOro TMpernapara” - mepeueHb XapaKTePUCTUK, pa3Mell[eHHbIX CYO'beKTOM
obpaleHus JeKapCTBEHHbIX CPEACTB B COOTBETCTBYIONIEM MH(OPMALIMOHHOM pecypce, 0becriedmBaioniem
y4eT U XpaHeHMe JOCTOBEPHBIX JaHHBIX O TOBApaX 0 COOTBETCTBYIOIIEI TOBAPHOI HOMEHKIIATYpE;

"mepBMUYHAs YITaKOBKA JIEKapCTBEHHOrO Ipernapara’ - CpeaCTBO MM KOMIJIEKC CPeACTB, 00ecreunBaiomx
3aIIUTY JIEKAPCTBEHHBIX ITPEIIapaToOB OT MOBPEXIAEHUS U TIOTEPD, BO3AEMCTBUS OKPYXKAIOIIEH Cpe/ibl,
3arpsI3HEeHMIT ¥ UMEIOIIMX HeIloCpeACTBeHHbIV KOHTAKT C JIeKapCTBEHHbIMM IperapaTaMiu;

"perucTpaTop BbIOBITUS" - TEXHUUECKOE CpeICTBO MHGOPMAIIMOHHOIO 0OMeHa, IpeIHa3HaYeHHOe )11
repenayy B CUCTEMY MOHUTOPMHTIA CBeIeHMI O BbIBOJIE 113 060POTa JIEKApCTBEHHBIX IIPeIapaTos,
BKJIIOUAloIee B cebsl MporpaMMHO-anIapaTHoe mudpoBajbHoe (KpUITorpadgumueckoe) TeXHUIECKOe
CpeACTBO MTPOBEPKYM KOAOB ITPOBEPKM, B OTHOIIEHUY KOTOpOoro demepanbHOI CITysk0071 6€3011acHOCTI
Poccuitckoit ®epepaliuy BbIIaH JOKYMEHT O €0 COOTBETCTBUM YCTAHOBJIEHHBIM TPEOOBAHMSIM K
mM@poBasbHBIM (KpUMITOrpadmueckM) CpeicTBaM 3aIiUThl MHOOpMAIMK, TeMCTBYIONIMM B OTHOLIEHUN
mM@PPOBaTbHBIX (KPUITTOTpabUIECKUX) CPEACTB, ITpeIHa3HAUeHHBIX [IJISI TPOBEPKM KO 0B MapKMUPOBKM;

ab3air yrpatui cuiy. - IToctaHosienue [pasurenscTa PO ot 20.03.2020 N 311;

"CpencTBO UAEHTUUKAIMN" - KOJ MapKUPOBKHU, IpeCTaBAeHHbI B MallIMHOYMTAaeMOii (hopMe UJIH C
MCIIOIb30BaHMEM MHOTO CPeiCTBA (TeXHOJIOTUY) aBTOMATHUUeCKoi uaeHTuduKanuu, popmupyemMblii 4y1st
HaHeCeHMsI Ha BTOPUYHYIO (TTOTPEOUTENbCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO IIpenapara (B cjiydae ee
OTCYTCTBMS - HA MIEPBUYHYIO YIIaKOBKY JIEKAPCTBEHHOIO Iperapara) MeTogaMu, He JOITyCKaIUMU
OTHeNeHus CpeACTBa uaeHTudbuKauuu 1 (M) MaTepuaJbHbIX HOCUTENe, CoepiKallluX CpeicTBa
naeHTudUKAIMY, OT YITAKOBKY JIEKAPCTBEHHBIX MPernapaToB 6e3 MOBpekAeHNMIT;

"cy6BeKThI 00paleHMsI JIeKapCTBEHHBIX CPEICTB" - OpUAMUYECKIE JIUIA U MHAVBUAYAIbHbIE
MpearpuHUMaTen, OCYyIeCTBSIONIME IPOU3BOACTBO, XpaHeHMe, BBO3 B Poccuiickyro denepannio,
OTIYCK, peasin3alyio, mepegauvy, IpuMeHeHue 1 repeaavy Ha YHUUITOXKEHMe JIeKapCTBEHHBIX MTperapaTosB;

"TpeTuuyHas (TPaHCIOPTHAs) YITaKOBKAa JIEKapCTBEHHOTO Mperapara” - yIakoBKa, UCIoib3yeMast AJjsi
XpaHeHUs1, IepeBO3KU U TepeMelleHs JieKapCTBeHHOTO MpernapaTa Mexay cyobeKTamu oopaleHust
JIeKapCTBEHHBIX CPECTB;

"YCTPOVICTBO PETUCTPALIMM SMUCCUN" - TEXHUYECKOE CPeICTBO MHGOPMALMOHHOTO 06MeHa,
rpefHasHauYeHHOe JJIS [TOJyYeHUs KOLOB MapKUPOBKU U Ilepeauy B CUCTEMY MOHUTOPUHTA CBELEeHNI O
MapKMPOBKe YITaKOBOK JIeKapCTBEHHBIX MPEIapaToB CpeCcTBaAMMU UAeHTMUGUKALIMM, BBITIOTHSIOIIee
(YHKIIMM TEXHMUECKOTO CpeiCTBa IPOBePKM Koia ITPOBEPKY, B OTHOLIIEHMY KOToporo ®enepanbHOI
CIIyk0071 6e3omacHocT Poccuiickoii @emepalyiyi BbIIaH JOKYMEHT O €r0 COOTBETCTBUM YCTAHOBIEHHBIM
Tpe6OBaHMSIM K MMGPOBATLHBIM (KpUIITOrpagmMuecKuM) CpeacTBaM 3alUThl MHGOPMALUHA, AeCTBYIOIIM
B OTHOIIEHUM MG POBATbHBIX (KpUTITOrpaduUecKnx) CpeacTs, peHa3HaueHHbIX IJIs1 TPOBEPKM KOJ 0B
MapKMUPOBKM, MO0 BKIIOUAIOIIEe B CBOJ COCTaB TEXHMUECKOE CPeICTBO IMPOBEPKM KOJOB ITPOBEPKU, B
OTHOIIIeHMM KOTOporo denmepasbHOI CITysk00i1 6e3omacHocTu Poccuiickoit @emepaiiyy BblIaH JOKYMEHT O
€ro COOTBETCTBMM YCTAHOBJIEHHBIM TPeOOBaHMSIM K MG POBATbHBIM (KpUIITOrpadmuecKuM) CpeacTBaM
3aUThI MHGOpMaLUK, AEMCTBYIONMM B OTHOIIEHMM MIM(PPOBATbHBIX (KpUNITOTPadUUEeCKUX) CPEICTB,
NpegHa3sHAaYeHHbIX [JI1S TIPOBEPKYU KOJAOB MapKUPOBKMU;

"hacoBKka (ymakoBKa) JIeKapCTBEHHOTO MperapaTa” - Ipou3BOACTBEHHAs CTanusl, TpeaycMaTpuBaloias



roMeleHye JJeKapCTBeHHOTO MpernapaTa B IepBUYHYI0 YIIaKOBKY JIeKapCTBEHHOTO IperapaTa Win Bo
BTOPUYHYIO (TTOTPEOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO Mperapara;

ab3arl yrpatui cuiy. - IToctaHosnenue [IpaButenscta PO ot 21.07.2020 N 1079;

"9MUTEHT KOJa UIeHTUDUKALUM TPeTUUHO (TPaHCIIOPTHOI) YyIIAaKOBKU " - CyOBEKT oOpalieHus
JIeKapCTBEHHBIX CPEICTB, OCYILECTBISOMmNI GopMMUpPOBaHNe ¥ HaHeCeH e Koa UAeHTUGuRaImMmn
TPETUUHOI (TPAHCIIOPTHOM) YITAKOBKY JIEKAPCTBEHHOTO TIperapara Ha TPeTUUHYIO (TPAHCIIOPTHYIO)
YIIaKOBKY JIEKapCTBEHHbIX [IpernapaTos;

"9MUTEHT CPeACcTB UAeHTUdUKAIUN" - TIPOU3BOAUTE/b TeKapCTBEHHbIX CPEICTB, OCYIIeCTBISIOUIMIA
TIPOM3BOJICTBEHHYIO CTaaNI0 (acOBKM (YIIaKOBKM) JIeKapCTBEHHOTO MpelapaTa C HaHeCeHeM CpeCTB
UIeHTUGUKALMKY Ha BTOPUYHYIO (TOTPEOUTENTHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO IIpernapara (a mpu ee
OTCYTCTBUM - Ha NEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO Ipenapara), - Ipy Npomu3BOACTBE JIeKapCTBEHHOTO
npernapara Ha Tepputopum Poccuiickoit ®enepauyu, Uiam nepskateib 160 Bajesel perucTpaiMOHHOTO
YIOCTOBEPEHMS JIEKapCTBEHHOTO Tperapara (ajaee - perucTpalnMoHHOe YI0CTOBEPeHUE) - IPU
IMPOM3BOACTBE JIEKAPCTBEHHOTO ITpernaparTa BHe Tepputopuu Poccniickori @enepaunu, uim
MMpeCTaBUTE/bCTBO MHOCTPAHHOM OpraHM3aluy Ha Tepputopum Poccuiickoi @enepaliym, SIBISIONIEACS
nepskaTeseM a160 BiIaieIbI[eM PETUCTPAIMOHHOTO YIOCTOBEPEHMSI, - TIPU ITPOM3BOJICTBE JIEKAPCTBEHHOTO
rperapara BHe Tepputopuu Poccuiickoi @egepaniun.

[1. XapakTepucTuku cpeacTsa uaeHTUbUKaIun, MopsaoK ero
HaHeCceHUsI M TPeOOBaHMSI K CTPYKTYpe U hopMaTy MHGOpMaInu,
KOTOPYIO COIEPKUT CPeICTBO UAeHTUDMKAIN

3. CpencTBO MAeHTUGMKALMY TPY HAHECEHUM HA BTOPUYHYIO (MTOTPEOUTETbCKYI0) YIIAaKOBKY
JIeKapCTBEHHOTO Ipernapara (B cJiyyae ee OTCYTCTBUS - Ha MIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
rperapara) COOTBETCTBYET CJIEAYIOIINM XapaKTePUCTUKAM

a) IBYXMEPHBIIi IITPUXOBOI KOJ HAHOCUTCS TOUYEUHBIMM CMMBOJIAMM B COOTBETCTBUM C TPEOOBAHUSIMU
HalMOHAaMbHOTO cTaHgapTa Poccuiickoin ®egepauyn (IOCT P NCO/MBK 16022-2008 "ABTOMaTM4ecKas
upentudukauys. Koguposanue mrpuxosoe. Cnenmdukanus cuMBoauky Data Matrix"), KOTOpbIii
yTBepsKIeH MpuKazoM deepasbHOr0 areHTCTBA M0 TEXHUYECKOMY PETyIMPOBAHUIO Y METPOJIOTUH;

0) IBYXMepHbIi IITPMUXOBOI KOJ, HAHOCUTCS C YypOBHEM Kiacca kauecTBa C MM BbIIlIe B COOTBETCTBUM C
TpebOBaHUSIMM HAIMOHAIBHOTO cTaHgapTa Poccuiickoit ®emepamum (TOCT P NICO/MOK 15415-2012
"lHpopMaLMOHHbIE TEXHOIOTMU. TeXHOJIOTUY aBTOMATUYECKOM MaeHTUGMKaIM 1 c60pa TaHHbIX.
Cnenydukays UCIbITAHNI CMMBOJIOB IITPMXOBOTO KOJa JIJISI OIeHKY KadyecTBa rmevaTi. JIBymepHbIe
CUMBOJIBL"), KOTOPBIN YTBEPXKAEH NpuKa3zoM denepasbHOro areHTCTBa [0 TEXHUYECKOMY PeryJIupOBaHUIO
U METPOJIOTUM;

B) IBYXMEPHbIN IITPMUXOBOJ KO, HAHOCUTCS MeYaThIO C MCIIOJb30BaHMEM MeToaa KoppeKuyy ommn6ok ECC-
200 B COOTBETCTBMM C TPEOOBAHMIMM HallMOHAAbHOTO cTaHAapTa Poccuiickoit ®epepanyu (TOCT P
MCO/M3K 16022-2008 "ABToMaTuuecKkast uageHTudukanys. Konuposanne mrpuxosoe. Crienubukamus
cumBoMKY Data Matrix"), KOTOpbIi yTBepXkaeH npukazom denepasbHOr0 areHTCTBA [0 TEXHUYECKOMY
peryJmMpoBaHUIO M METPOJIOTUM;

r) IpU HAaHeCEeHUU CpeJiCTBa UAeHTUdUKALMY JIeKapCTBEHHOTO Mpenaparta ucmnosib3yeTtcs ASCII
KOIMpPOBaHME Ha OCHOBEe HallMOHa/IbHOrO ctanaapta Poccuiickoit @epepanuu (TOCT P MCO/M3K 16022-
2008 "ABToMaTuueckas uaeHTuduKausa. Komuposauue mrpuxosBoe. Crierudukaiys cuMBoauKy Data
Matrix"), KOTOpbIN yTBepXXAeH npukazom denepasbHOTO areHTCTBA M0 TEXHUYECKOMY PeryJimpoBaHUIO U
METPOTIOTUN.

4. CBeneHMsI, copepkalyecs B CpeacTBe UaeHTUOUKALMY, HAHOCSITCS IPOU3BOAUTENIEM B BIJIE

IBYXMEPHOTIO IITPUXOBOr0 KOJIa METOAAMM ITeUaTy Ha BTOPUUHYIO (ITOTPEOUTENIbCKYIO) YITaKOBKY
JIeKapCTBEHHOTIO Mperapara (B cjIyyae ee OTCYTCTBMS - HAa IIEPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOTO
rperapara) Wiu rmeyaTy Ha MaTepuaabHblii HOCUTEJb (ITUKETKY), He TOMYyCKAIIIMMM OTIe/IeHUS



MaTepuaabHOI0 HOCUTEJIS, COepKallero CpeacTBa uaeHTUhMKAIMNI, OT YIIAaKOBKM JIEKAaPCTBEHHOTO
rpenapara 6e3 IOBPEeXIeHMIA.

B ciyuae BBO3a B Poccuiickyro @enepanmio pu Npou3BOACTBe BHe TeppuTopum Poccuiickoit @enepaunm
(32 MCKIIOUeHeM JIeKapCTBeHHDIX IIpeliapaToB, BBO3MMbIX U3 FOCYAAPCTB - WieHOB EBpa3uiickoro
9KOHOMMYECKOTI'0 COI03a) NapTuM J1eKapCTBEHHOI0 IIperapara JOIyCKaeTcsl HaHeCeHye BYyXMepHOro
LITPUXOBOT'O KOZAa METOLOM I1e4aTy Ha MaTepualbHbIi HOCUTENb (3TUKETKY), He I OIyCKAKLIUM
OT[leJIeHUSI MaTepUaIbHOTO HOCUTeS (3TUKETKM), COAEPIKalllero CpeiCTBO uaeHTUUKalun, oT yrakoBKU
JIeKapCTBEHHOTO Ipernapata 6e3 MoBpeskIeHMiA, ¢ MoCIeIyIOIMM HaHeCeHeM MaTepUabHOTO HOCUTEJS
(9TMKETKM) HAa BTOPUYHBIE (IOTPeOUTENbCKIE) YITAKOBKY JIEKAPCTBEHHOTO ITpernapara (B ciydae ux
OTCYTCTBMS - IIEPBUYHbIE YIIaKOBKM JIEKapPCTBEHHOIO IIperapara) Ha TaMOXXeHHOM CKJIafie, afipec KOTOPOro
yKa3aH B KaueCTBe aJpeca MecTa OCYIIeCTBIeHUs NesaTeIbHOCTHU B INIeH3MM Ha hapMalieBTUIeCcKyIo
IesTeJIbHOCTb OPraHM3alum, OCYIeCTBISIOLIel OIITOBYIO TOPTOBIIIO JIeKapCTBeHHBIMY CPeICTBAMU.

5. ndopmarius, comepkaiiasicsi B cpeficTBe uaeHTUdUKAIMN, UMeeT CeqyINyI0 CTPYKTYpY:
MpU3HaK CMMBOJMKY Data Matrix - cuMBOJI, uMeromuit Koa 232 B Tabmuile cuMmBoji0B ASCII;

repBast rpyIia JaHHbIX - IJI00aIbHBIN MAEHTUOUKAIIMOHHBI HOMEP TOPrOBO € IVHUIIbI, COCTOSIIIMIA 13
14 11 poBbIX CUMBOJIOB, KOTOPOMY MIpeAlIecTByeT uaeHTUdUKaTOp npuMeHenus (01);

BTOpas IPYIIia JaHHbIX - UHAUBULYAIbHBIN CEPUITHBI HOMEP TOPTOBOI €AMHUILBI, COCTOSIIMIT U3 13
CMMBOJIOB IIM(DPOBOI MM GYKBEHHO-IIM(POBOI MOCIe0BATEIbHOCTM (JIATMHCKOTO ayipaBUTa), KOTOPOMY
MpeaIIecTByeT uaeHTUGUKaTOp npuMeHeHus (21). 3aBeplIaonMM CMMBOJIOM JIJISI 3TOM I'PYIIIbI JaHHBIX
SIBJISIETCS CIIeLMaIbHbIM CUMBOJI-pasie/nTe b, MMelouit Koa 29 B Tabauile cumBoyioB ASCII, mimu cuMBO
OVYHKIUA 1 (FNC1);

TPeThsI IPyIINa JaHHBIX - UIeHTUDUKATOP (MHAUBUAYAIbHbI TOPSAKOBbI HOMEp) KIo4a MPOBepKH,
MpeoCTaB/ISIEMbIl SMUTEHTAM CPEACTB UAEHTUPUKALIMM OTIEPATOPOM CUCTEMbI MOHUTOPUHTIA B COCTaBe
KOJla TPOBEPKM B COOTBETCTBUMU C HACTOSIIIUM [1o105keHreM, COCTOSIIMIA U3 4 CUMBOJIOB (LUP, CTPOUHBIX
M TIPOTIMCHBIX OYKB JIATUMHCKOTO andaBuTa), KOTOPOMY IpeliecTByeT uaeHTudmKaTop npumeHeHus (91).
3aBepIlal M CMMBOJIOM JJIS1 3TOV IPYIINbI JaHHBIX SIBJISETCS CllelMaabHbIN CUMBOJI-pa3e/nTelb,
uMeruii kox, 29 B Tabiuie cuMmBojioB ASCII, man cumpos ®YHKINA 1 (FNC1);

yeTBepTas rpymmna JaHHbIX - 3HaueHue KOJa [IPOBEepKH, IpeJoCTaBIsIeMOe SMUTEHTAM CPeICTB
UIeHTU@UKaALMM OIepaTOpPOM CHUCTeMbI MOHUTOPHMHTA B COCTaBe KOJia IPOBEPKU B COOTBETCTBUM C
HacTosimuM [ToJsioskeHMeM, KOTOPOMY TpeiiecTByeT uaeHTudukaTop npumeHeHust (92), 1 cocTosiiee 13
44 cumBonoB (11dp, CTPOYHBIX U MPOMMUCHBIX OYKB JTATMHCKOTO andaBuTa, a Takke CreluaabHbIX
CUMBOJIOB).

A63albl ceapMOoii - IecsThIi yTpaTwuiu cuiny. - [ToctranoBiaenue IIpaBurenbcrBa PO or 30.08.2019 N 1118.
['pyrinbl JaHHBIX OO/DKHBI pacIioaraTbCs Mocjeq0BaTeIbHO - OT IIEPBOI K UeTBEPTOI.

WNHaMBUOYaIbHBIN CepUITHBI HOMEp TOPTOBOI eAMHUIIBI TeHEPUPYETCS C YUeTOM obecIieueHus ero
YHUKAJTBbHOCTHU IJI51 KasKIOT0 TI06aIbHOTO MAEHTU(UKALIMOHHOTO HOMepa TOPTOBOi eIMHUIIbI B Te€UEeHIe
BCEro cpoka (PyHKIMOHMPOBAHUS CUCTEMbI MOHUTOPUHTA.

I'mo6anbHbIiN MAeHTUGUKAIMOHHBI HOMep TOPTOBOV e IMHUIIBI ¥ MHAVIBUAYAIbHbBIN CEpUITHBIN HOMEP
TOPrOBOJ e IMHUIIBI AYOIUPYIOTCS B BUJIE UMTAEMOTO MeYaTHOT'O TEKCTa.

[11. TTopsmoK mosTyueHust KOJ0B MapKUPOBKM, GOpMUPOBAHMUS
KOJIOB UJIeHTU(PUKALIUYU TPETUUHO (TPaHCIIOPTHOI) yIIaKOBKU
JIeKapCTBEHHOrO Iperapara 1 ux perncrTpauunmn
B CUCTeMe MOHUTOPUHTA

6. HOHY‘I@HI/IQ SMUTEHTaMI CpeacTB I/II[eHTI/I(l)I/IKaL[I/II/I OT oIriepaTopa CMCTeMbl MOHUTOPMHTIA KO OB
MapKMPOBKHM OCYIIECTBJIAETCA C MCITIOJIb30BAHMEM YCTpOﬁCTB perucrpauum SMmMCCUN.



7. DMUTEHT CpeJiCTB UAeHTUhUKALMM, 3aPeTUCTPUPOBAHHBIN B CUCTeMe MOHUTOPUHTA, ITpeCcTaBseT
oIepaTopy CMCTeMbl MOHUTOPMHTIA 3aBKY Ha [I0JIyYeHMe KOLOB MapKMPOBKY. 3asiBKa HAIIPaBJISIeTCs
IOCPeACTBOM MCIIOIb30BAHMS YCTPOMCTB perucTpauyy ammuccun. IIpu sTom B3auMoeicTBue yCTPOCTB
perucTpauum sMuccum ¢ MHGOpPMaIMOHHBIMY CUCTEMaMy SMUTEHTA CPeICTB UaeHTUdUKALU
OCYIIeCTBSIETCS C UCMOAb30BaHKeM GOpPMaTOB JaHHbIX, Pa3MelllaeMbIX OTIepaTOPOM CUCTEMBbI
MOHMTOPMHIa Ha 0UIMaIbHOM caliTe orepaTopa CUCTeMbl MOHUTOPUHTA B MUHQOPMaLIMOHHO-
TeJIeKOMMYHMKAIMOHHOV ceTu "VIHTepHeT". 3asiBKa Ha 10JIy4yeHye KOJLOB MapKUPOBKU COLEPKUT:

a) KoJ uaeHTudUKauyum B cyrydae GopMUpPOBaHNUS MHAMBUAYAILHOTO CEPUITHOTO HOMepa TOPToBOit
eIMHUIIBI SMUTEHTOM CPEACTB UAeHTUPUKAIINN;

0) r106abHbBIN MAEHTU(GUKAIMOHHBII HOMEep TOPTOBOM e IMHUIIBI U KOJTMUYECTBO MHAVMBUIYATbHBIX
CepUItHbIX HOMEPOB TOPrOBO¥ eIMHUIIBI B cIydyae GOpMMUPOBaHNS MHAUBUAYAJTIbHOTIO CEpUITHOTO HOMepa
TOPrOBOJ €IMHUIIBI OTIEPATOPOM CUCTEMBI MOHUTOPMHTA.

8. Ko mapkupoBKy hOopMUpPyeTCs: orlepaToOpoOM CUCTEMbI MOHUTOPUHTA ITyTEM ITPUCBOEHMS KOJIOB
MIPOBEPKY IJIsT KaXKAOTO KOJla MAeHTUPUKAIIMY Y BKIIOUAETCS B peecTp CpeacTB uaeHTUuhuKaum
orepaTopa CMCTeMbl MOHUTOPMHTA.

OmnepaTop CUCTEeMbl MOHMTOPYMHTA He T034Hee 2 YacOB C MOMEHTA ITOTyYeHMsI 3asiBKY Ha IT0JTyuYeHle KOJIOB
MapKMPOBKM HATIpaBJIsieT SMUTEHTY CPeICTB UAeHTUUKALIMY CIIUCOK cHOPMMUPOBAHHBIX KOLOB
MapKUPOBKMA.

8(1). dMmuTeHTaM CpeACcTB UACHTUGMKAIIMM OTKA3bIBAETCS B BbIJaUye KOJ0B MapKMPOBKM I10 CJIEAYIOIIM
MIPUYMHAM:

a) OTCYTCTBME B 3asIBKE Ha MOJyYeHMe KOJOB MapKMPOBKYM CBEIE€HM, PelyCMOTPEHHBIX ITYHKTOM 7
Hacrosiero [TonoskeHus;

6) OTCYTCTBME CBEIEHUIT O PETUCTPALIMY IMUTEHTA CPEACTB UAEHTUPUKAIMM B CUCTEME MOHUTOPUHTA;

B) OTCYTCTBME y OIlepaTopa CUCTeMbl MOHUTOPUHTIA CBeIeHNIT 06 YCTPOIICTBE PeruCTpaLiyu SMUCCUH, C
MCIT0JIb30BaHMEM KOTOPOTO HalpaB/ieHa 3asiBKa Ha IMOoJTy4eHMe KOA0B MapKUPOBK;

r) HaIMulMe paHee 3apeTUCTPUPOBAHHBIX B CMCTeMe MOHUTOPUHTA CBeeHMIi 0 KoJe uaeHTuduKaum,

MpeICTaBJI€eHHOM B COOTBETCTBMM C IMOAITYHKTOM "a" MyHKTAa 7 HAacTosmero ITomoxkeHns;
Il) OTCYTCTBME B CMCTEME MOHUTOPMHTA CBEEHMIT O II00aJIbHOM UAEHTU(OUKAIIMOHHOM HOMepe TOProBoit
eIVMHUIIbI, TIPeICTaBJIEHHOM B COOTBETCTBUM C ITOAITYHKTOM "0" MyHKTAa 7 HacTosiero ITomoxeHusl.

9. Omeparop cucTeMbl MOHUTOPMHTA 06eCeYnBaeT MOJIyYeH e SMUTEHTAMM CPEICTB UAeHTUPUKALIN
KOJIOB MapKUPOBKM ITOCPEACTBOM OCHAIIEHUSI SMUTEHTOB CPeACTB UAeHTUGUKALIMM YCTPOCTBAMM
perucTpanuy SMUCCUMN.

OcHaleHye SMUTEHTOB CPeJICTB UAEHTUDUKALMY YCTPOVCTBAMM PETUCTPALIMY IMUCCUN, BKITIOYAST
obecrieueHue yaqeHHOTr0 JOCTYIa K YCTPOWCTBY perucTpauuy SMUCCUM, pa3MellleHHOMY B
MHGPaACTPYKType oIepaTopa CMCTeMbl MOHUTOPUHTIA, OCYIIECTBIISIETCS OIepaTOPOM CUCTEMBbI
MOHUTOPMHTA Ha 6€3BO3Me3HOI OCHOBeE. B 11e/ISIX TAKOTO OCHAIeHUSI SMUTEHT CPeACTB UAeHTUDUKAIMK
3aKJTIOYAeT C OIepaTopoM CUCTEMbI MOHUTOPUHTA AOTOBOPHI, COJlepsKalliyie B TOM YMCJIe YCIOBUS
MIpe0CTaBIeHNS YCTPOIICTBA PETUCTPAIIMM SMUCCUY U €T0 PErIaMEHTHOTO 06CTY)KMBaHMS Ha
6e3B0O3Me3IHOI OCHOBE MJIM YCJIOBUSI OKa3aHMsI YCJIYTH 10 TTPeA0CTaBIeHNI0 YCTPOICTBA perucTpaiun
IMUCCUU, PA3MELIEHHOT0 B MHMPACTPYKType olepaTopa CUCTeMbl MOHUTOPUHTA, ITyTeM IPeOCTaBIeH s
yIaJIeHHOTO IOCTYTa K HeMy Ha 6e3B03Me3/IHOI OCHOBe. PelieHne 0 BbIOOpe Cr1oco6a OCHaIeHUs
MIPUHMMAETCS SMUTEHTOM CPeCTB uaeHTUdUKanuu. Tumosast popMa yKazaHHBIX JOTOBOPOB
yTBepkaaeTcss MUHMCTEPCTBOM MTPOMBIIIZIEHHOCTH 1 TOprosiu Poccuiickoit dengepaiyin.

OcHallleHe SMUTEHTOB CPeJICTB UAEHTU(UKALIMM, He TIPU3HABaeMbIX HAJIOTOBBIMU Pe3UAeHTaMU
Poccuiickoit @enepaiiiy 1 He MMEKIINUX MIPeaCcTaBUTENbCTB Ha Tepputopuu Poccuiickoi ®@egepainn,



YCTpOI‘/'ICTBaMI/I permcrTpaumm SMmMCCM, a TakKe 3aKII0YeHe JOroBOpoOB C O11epaToOpoOM CHUCTEMbI
MOHUTOPUHTIA, IIPpeayCMOTPEHHBIX a63aueM BTOPBIM HACTOAMIEIO ITYHKTAa, MOTYT OCYIIECTBJISITbCA Uepe3
YIIOJIHOMOYEHHOTIO IIpeaCcTaBUTe .

9(1). SMUTEHT CpelCTB UAEHTUDUKAIMY ITOCTIe TTOTyYeHMsI KOa MapKMPOBKM 06eCcrieunBaeT ero
1peoOpa3oBaHye B CPeICTBO UAeHTUDUKAIMN, HAHECEHMEe CPeCTBA UAeHTU(GUKAIMM Ha BTOPUYHYIO
(MOTpPebUTENbCKYI0) YITAKOBKY JIEKAPCTBEHHOTO IIpernapara (a mpyu ee OTCyTCTBUM - Ha TTIePBUYHYIO
YIIAaKOBKY JIEKapCTBEHHOTO IpernapaTa) Mjiu Ha MaTepUaIbHbI/ HOCUTEND (3TUKETKY) U IlepefaeT B CUCTEMY
MOHUTOPMHIA CBeIeHMs O HAaHECEeHUM CPeICTBa UAEHTU(PUKALIMM B COOTBETCTBUY C ab3alieM IepBbIM
ITyHKTa 35 MM MMyHKTOM 36 HacTosiiero [TososkeHns He MO3iHee HAaCTYTUIeHUS OOHO U3 CJIeAyIoI X OaT:

BBOJ] B 000pOT JIeKapCTBEHHOTO IperaparTa, Ha yIakKoBKY (3TUMKeTKY) KOTOPOro HAaHEeCEHO CPeJICTBO
naeHTubUKaIMY, TPeobpa3oBaHHOE 3 COOTBETCTBYIOIIETO KOJa MapKUPOBKM, TIPU ITPOU3BOJICTBE
JIeKapCTBEHHBIX IIperapaToB Ha Tepputopum Poccniickoit @enepaunm;

IOCTaBKa JIEKapCTBEHHOTO IperapaTa B MecTo puObITHS Ha TeppuTopun Poccuiickoit ®enepanum u
MO/IauM TAMOKEHHOV IeK/IapalMy Ha TOBaphl B MPOIeype BbIMTYCKA AJisI BHYTPEHHETO MOTPeOIeHNS VN
MofauyM TaMOKeHHOI IeKIapaly Ha TOBaphl B IIPOLieAype BbITyCcKa AJ1s1 BHYyTPeHHEro noTpedieHust
JIeKapCTBEHHOTO ITperapara, MapK1MpOBaHHOTO Ha TaAMOXKE€HHOM CKJIafie B COOTBETCTBUM C ab3aleM
BTOPBIM ITYHKTA 4 HacTos1ero ITonoxeHns, IIpu MpoOU3BOACTBE JIEKAPCTBEHHbBIX IIperapaToB BHE
Tepputopum Poccuiickoi ®@enepaniyu (3a UCKIIOYEHMEM JIeKapCTBEHHbBIX MpeIapaToB, BBO3MMbIX U3
roCyIapCTB - YIeHOB EBpa3niickoro 5KOHOMMUYECKOT0 COK034a);

BBO3 B Poccuiickyio @enepaiiyuio Ha (papMalieBTMUeCKMii CKIaJl JeKapCTBEHHOTrO mpernapara rnpu
ITPOM3BOCTBE JIEKAPCTBEHHBIX MpeIapaToB BHe TeppuTopun Poccuiickoit @egepaliyy - B OTHOIIEHUMA
JIeKapCTBEHHBIX IPeIapaToB, BBO3MMBbIX U3 FOCYapCTB - YIeHOB EBpa3uiiCckoro 5KOHOMMUYECKOTO COK03a.

OmaTta yc/Iyru 10 MpeaoCTaBlIeHMI0 KoJla MapKMPOBKY OTlepaTOPy CUCTEMbl MOHUTOPUHTA,
npeaycMOTpeHHas nmocraHoBiaeHuem [IpaButenbcTBa Poccuiickoit @emgeparim ot 8 mast 2019 . N 577 "06
yTBepKAEHUY pa3Mepa IUIaThl 3a OKa3aHMe YCIYT 110 ITPeoCTaBIeHNI0 KOJIOB MapKUPOBKY, HEOOXOIMMBbIX
1151 GOPMUPOBAHMS CPEACTB UAEHTUDUKALIY U 0becIieueHsI MOHUTOPMHTA IBMKEeHMSI TOBapOB,
ToJiIeskalyux 00s13aTeIbHO MapKUPOBKe CpeicTBaMM UAeHTUGUKAIINY, a TAKXKe O ITopsIIKe ee B3MMaHus ",
MIPOM3BOAUTCSI SMUTEHTOM CPEACTB MAeHTUUKALIMY 10 AAThI TTOJTyUeHMS KOa MapKMUPOBKU UK B
TedeHye 180 KajieHAAPHBIX JHEN C OaThl MOJIyYeHMsI KOAa MapKUPOBKU, HO He TT03JHee HACTYIIEHUS
OIHOV U3 C/IeAyIOIIX AaT:

BBOJ] B 000pOT JIeKapCTBEHHOTO Iperapara, Ha yIaKoBKY (3TUKETKY) KOTOPOTO HAaHeCEHO CPeJICTBO
uaeHTudbUKaIMY, TPeobpa3oBaHHOE 13 COOTBETCTBYIOIIETO KOJa MapKUPOBKM, TIPU ITPOU3BOJICTBE
JIeKapCTBEHHBIX IIperapaToB Ha TeppuTopum Poccniickoit @enepaunm;

IOCTaBKa JIEKapCTBEHHOTO IperapaTa B MecTo IpuObITHS Ha TeppuTopun Poccuiickoit ®enepanm u
MOJauM TAMOKEHHOJ IeKIapaly Ha TOBaphl B IIPOLIeAYpe BhITyCKa AJIS1 BHYTPEHHEro MOTpeOIeHUs UK
rofauy TaMOKeHHOI IeKIapaly Ha TOBaphl B IIPoLieAype BhITyCcKa AJ1s1 BHyTPeHHero noTpedieHnst
JIeKapCTBEHHOTO Iperapara, MapKMpOBaHHOTO Ha TaAMOXXKE€HHOM CKJIafie B COOTBETCTBUM C ab3alieM
BTOPBIM ITYHKTA 4 HacTos1ero ITonoxkeHns, IIpu MPOU3BOACTBE JIEKAPCTBEHHbBIX IIperapaToB BHE
Tepputopum Poccuiickoi ®@enepanyu (3a UCKIIOYEHMEM JIeKapCTBEHHbBIX MPerapaToB, BBO3MMbIX U3
roCcyIapCTB - YIeHOB EBpa3niickoro 5KOHOMMUYECKOTO COK034a);

BBO3 B Poccuiickyio @enepaiiuio Ha (papMalieBTMUeCKMii CKIaJl JeKapCTBEHHOTrO mpernapara rnpu
IMPOM3BOCTBE JIEKAPCTBEHHBIX MpeIapaToB BHe TeppuTopun Poccuiickoit @egepaliniy - B OTHOIIEHUMA
JIeKapCTBEHHBIX INPerapaToB, BBO3MMBbIX U3 FOCYIapCTB - YieHOB EBpa3uiiCckoro 5KOHOMMYECKOTO COK03a.

[Ipu 3TOM OMepaTop CUCTEMBI MOHUTOPUHTA PErUCTPUPYET (BHOCUT) B CUCTEME (CUCTEMY) MOHUTOPUHTA
MH(opMalio 0 HAaHEeCeHUM CPeICTBa UAeHTUDUKALMY, YKa3aHHYI0 SMUTEHTOM CPeJCTB UAeHTUbUKAL UK
B CBeJIEHMSIX O HAaHeCeHUM CpeACcTBa UAeHTUhUKALMHK, TTOC/Ie TOTyUYeHHs OIIaThl YCIYTHU IO
MpeloCTaBIeHNIO KOfa MapKMpPOBKY, TPeoOpa30BaHHOTIO B COOTBETCTBYIOIIEe CPeICTBO UIeHTUGUKALIVN.



Pelntenue o BbI60pe crioco6a orIaThl YCIIYI'M 110 ITpeaoCTaBJIEHUIO KOJa MAaPKUPOBKU ITPMHUMAETCS
SMUTEHTOM CpedCTB I/I,ELEHTI/I(bI/IKaLU/II/I.

B cnyyae ecnu oruiata ycIyry 1o nMpegocTaBAeH0 KOJa MapKUPOBKHM OCYIIeCTBSIeTCS SMUTEHTOM
CpelCTB MAeHTUdOUKALUY 10 ITPeICTaBIeHNs UM B CUCTeMY MOHUTOPUHTA CBeIeHNIT 0 HAHeCeHUU
cpencTBa uaeHTUOUKALMY, TPeo6Pa30BaHHOTO U3 COOTBETCTBYIOMIETO KO/IAa MAapPKMUPOBKY, TaKas yCIyra
MPU3HAETCS OKA3aHHO OIepaTOPOM CUCTEMbI MOHUTOPWHTA B MOMEHT IOTYYeHMSI SMUTEHTOM CPEJICTB
maeHTUGUKALMY OTJIaueHHbIX KOJOB MapKUPOBKMU.

B ciiyyae eciy oruiaTa yCayry IO IpeoCTaB/IeHMI0 KOJla MapKMUPOBKY OCYILLeCTBIISIETCS SMUTEHTOM
CpelCTB MAeHTUdUKALMY TTOC/Ie TPeiCTaBlIeHNsI UM B CUCTEMY MOHUTOPUHTA CBeLeH!ii 0 HaHeCeHUM
cpelcTBa uaeHTUOUKALMY, TPeo6Pa30BaHHOTO U3 COOTBETCTBYIOLIETO KO/Ia MapKMUPOBKY, TaKkas yCiayra
MIPU3HAETCS OKa3aHHO OIlepaTOpOM CUCTEeMbl MOHUTOPMHIA B MOMEHT perncTpauuu (BHeCeH )
oTepaTopoM CHUCTeMbl MOHUTOPUHTA B CUCTEMe (CUCTeMY) MOHUTOpPUHTA MHGOpMaI1K, cofepKalieiics B
CBeJeHMSIX O HAHECeHU! CpeliCTBa UaeHTUdMUKaLM, TPeodpa30BaHHOTO U3 COOTBETCTBYIOIIETO KOia
MapKUPOBKMU.

B cityyae ecsit B COOTBeTCTBUM ¢ TTocTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoin @egepanym ot 8 mas 2019
r. N 577 "O6 yTBep>kaeHMM pa3mepa IIaThl 3a OKa3aHye YCIyT 0 MpeA0CTaBIeHNI0 KOJO0B MapKUPOBKH,
He0oOX0aUMBIX JJ151 GOPMUPOBAHUS CPeICTB UAeHTUDMKALIMY U 0OecTieueHsI MOHUTOPUHTA IBUKEHUST
TOBApPOB, MOJJIEKALINX 06s13aTe/IbHOV MapKMPOBKE CPeACTBAMU UAEHTUDUKAIIMN, a TAKKe O IMOPSIIKe ee
B3MMaHMs" yCJIyTa 1o MpefgoCcTaBAeHUI0 KOa MapKUPOBKY He TIOAJIeXUT OIIaTe, SMUTEHT CPeliCTB
MIeHTUGUKALMY TTOC/Ie TTOTYyYeHMsT KoJla MapKMPOBKY obecIieunBaeT ero nmpeobpasoBaHie B CPeICTBO
naeHTUdUKAIMY, HAaHECEeHMe CPeICTBA UAeHTUGUKaLMM Ha BTOPUYHYIO (TTOTPeOUTENIbCKYIO) YITaKOBKY
JIeKapCTBEHHOTrO Mperapara (a Ipu ee OTCYTCTBUU - HA IEPBUYHYIO YIIAKOBKY JIEKapCTBEHHOTO IIpernapara)
WJIM Ha MaTepUaIbHbII HOCUTEJb (3ITUKETKY) 1 B TeueHue 180 KaJleHapHbBIX JHe IepenaeT B CUCTEMY
MOHUTOPUHTA CBeJIeHsI 0 HAaHeCEeHUM CpeiCTBa MAeHTU(GUKAIMY B COOTBETCTBUY C ab3alieM IepBbIM
MyHKTAa 35 MM MyHKTOM 36 HacTosiuiero IlonoskeHus, HO He TTO3/JHee HACTYILJIEHUSI OGHOM U3 CeLyI0IINX
nar:

BBOJ] B 000pOT JIeKapCTBEHHOTO IperaparTa, Ha yIaKoBKY (3TUKETKY) KOTOPOro HAaHeCEHO CPeJICTBO
naeHTUbUKaIMY, TPeobpa3oBaHHOE M3 COOTBETCTBYIOIIETO KOJa MapKUPOBKM, TIPU ITPOU3BO/ICTBE
JIeKapCTBEHHBIX IIperapaToB Ha TeppuTopuu Poccuiickoit @enepaunm;

IOCTaBKa JIeKapCTBEeHHOTO MperapaTa B MeCcTo MpuObITHSI Ha TeppuTopun Poccuiickoit @enepanm u
MoAauyM TaMOKeHHOI IeK/iapaliMy Ha TOBaphl B IIPOlieAype BbITyCKa /Jis1 BHYyTPeHHEro NoTpedieHus Win
Mo/lauM TaMOKeHHOJ AeKaapaluy Ha TOBaphl B Mpolieflype BbIIYCKa Jisi BHYTPEHHETO0 MoTpebieHust
JIeKapCTBEHHOTO IpernapaTa, MapKMpPOBaHHOTO Ha TaMOK€HHOM CKJIaJie B COOTBETCTBUM C ab3alieM
BTOPBIM ITyHKTA 4 HacTosuero IlonoxkeHus, npu Npou3BOLCTBE JIeKAPCTBEHHBIX IIpeIiapaToB BHe
Tepputopuu Poccniickoit @enepannm (3a UCKJIIOYEHMEM JIEKapCTBEHHBIX IIpernapaToB, BBO3UMBIX U3
roCyIapCTB - YIeHOB EBpa3niickoro S5KOHOMMUUYECKOTO COK03a);

BBO3 B Poccuiickyio @enepaiiyio Ha (papMalieBTMUeCKMii CKIajl JeKapCTBEHHOTrO mpernapara Ipu
MIPOM3BOJICTBE JIEKaPCTBEHHBIX IIPENapaToB BHe Tepputopum Poccniickoit @enepaunyt - B OTHOILEHUHA
JIeKapCTBEHHBIX MpenapaToB, BBO3MMBIX U3 FOCYapCTB - 4leHOB EBpa3uiickoro 3KOHOMMUYECKOro COK3a.

9(2). Kozibl MapKMpPOBKY aHHYJAUPYIOTCS B CAEYIOMINX CIyYasiX:

a) HapyIlleH YCTaHOBJIEHHbII ab3amamMu MSIThIM - BOCbMbBIM IyHKTa 9(1) HacTosmero [TomoskeHMs CpOK
OIlJIaThI YCIYT 110 IIPeloCTaBIeHNI0 KOJa MapKUPOBKI;

6) HapyIlleH YCTaHOBJIEHHbIV a63a1jaMy MIEPBBIM - YUeTBEPTHIM U (VJIM) TPUHAAIATHIM - II€CTHAAIIATHIM
nyHkTa 9(1) HacTosiuero [1onokeHs CPOK Mepenauu CBefeHnii B CUMCTEMY MOHUTOPUHTA O HAHECeHUU
CPelCTB UOeHTUDUKALIUN.

9(3). B peructpauyumu B CUCTeMe MOHUTOPMHTA CBeIEeHMII O HAHECEHUM CPeNCTB UAeHTUhUKAIIUN
OTKa3bIBaeTCs MO CJIeAYIIUM MPUUYMHAM:



a) OTCYTCTBME KOJIOB MAeHTU(MKALIVN, YKa3aHHBIX B CBEIEHUSIX O HAHECEHUY CPEeICTB uAeHTUdMKaLINM, B
peecTpe CpeACTB UAeHTU(UKAILIMY OIlepaTopa CUCTeMbl MOHUTOPUHTA,

0) IpeCcTaB/JIeHe SMUTEHTOM CPeICTB MAeHTUOUKALMM CBeAeHMII 0 HaHeCEeHUM CPeACTB UAeH TU(hUKALIN
I10 MCTE€UYEHUM CPOKA, YCTAHOBJIEHHOTO ab3aliamMy IepBbIM - Y€TBEPTHIM U (MJIM) TPUHAAIATHIM -
1mecTHaAuaTeiM IyHKTa 9(1) HacTosero ITomoskeHus ;

B) OTCYTCTBME y OIiepaTopa CMCTEMbI MOHUTOPMHIA cBedeHu 06 YCTpOVICTBe peructpaumum sSMmmccmuu, C
MCIIOJIb30BAHMEM KOTOPOTO IepeaaHbl CBeAeHMS B CMCTEMY MOHUTOPUHTA;

I) OTCYTCTBME MMOATBEPKAEHMS OTUIaThl KOJOB MapKUPOBKY, ITPe0Opa30BaHHBIX B CPEICTBA
MUIeHTU@UKaLM, 0 HAHeCEeHUM KOTOPbIX SMUTEHT CPeACTB UAeHTUGUKALIUY TlepefaeT B CUCTEMY
MOHMUTOPMHTA CBeIEeHMS O HAHECEHUM CPeICTBA UAEHTU(PUKALIMY, TPpeayCMOTPeHHbIe ab3alieM IepBbIM
IyHKTA 35 MM IMyHKTOM 36 HacTosuiero ITonoskeHus.

10. Kopg uaeHTUGUKAIMY TPETUYHOI (TPAHCIIOPTHOI) YIIaKOBKM JIeKapCTBEHHOTO Iperapara
dbopmupyercs Ha ocHOBaHMM MeskrocymapcrBeHHoro ctangapra ('OCT ISO/IEC 15417-2013
"lHpopMalMOHHbIe TeXHOIOTUU. TeXHOJOTUY aBTOMATUIECKOM MaeHTUGMKaLMY U cOopa TaHHbIX.
Cneuyduranmsi CMMBOIUKM ITPUXoBoro Kojaa Code 128"), KoTopblit yTBepsKAeH nmpukazom demepaabHOTO
areHTCTBA 110 TEXHUUECKOMY PeryaupoBaHMIO U METPOJIOTUM, COCTOUT U3 18 M pPOBHIX CMMBOJIOB U
COLEPXXUT CIeAYIOILYI0 CTPYKTYPY JaHHBIX:

uaeHTudukatop npumeHenus (00);

CMMBOJI pacHIMpeHus Koaa MAeHTU(GMKALMY TPETUUHOI (TPaHCIIOPTHOI) YIIaKOBKY JIEKAPCTBEHHOTO
npernapara;

pPerucTpauoHHbIi HOMepP CyObeKTa oOpalieHus JeKapCTBEeHHbIX CPeACTB, ITOTYyUYEeHHBIN B
MHGOPMAIMOHHOM pecypce, 00ecIieuBamIleM yUeT M XpaHeHMe TOCTOBEPHBIX TaHHbIX O TOBapax I10
COOTBETCTBYIOIIE TOBAPHOI HOMEHKI/IATYpe;

CepUIHbIN HOMep TPeTUYHOM (TPAaHCIIOPTHOM) YIIaKOBKY JIeKapCTBEHHOTO Iperapara;

KOHTPOJIbHAsSI CyMMa (41 CJI0, BBIYMCISIEMOE 10 CIIeIMaJbHOMY aJTOPUTMY M3 IIpedIIeCTBYIOMUX IUdbp 1
CJTysKalee sl TapaHTUY [eJTOCTHOCTY TaHHbIX).

CBeneHMsI, BKIIOUEHHbIE B KOJ MAeHTUPUKALIMY TPETUUHON (TPAHCIIOPTHOI) YIIAaKOBKY JIEKAPCTBEHHOTO
rperapara, MOr'yT AyOJMPOBAaThCS B BUIE YMTAEMOIO ITIeYaTHOTO TeKCTa.

Kon noeHTduKauum TpeTUUHOM (TPAHCIIOPTHO) YITAaKOBKM JIEKAPCTBEHHOTO TIperapaTra reHepupyeTcs u
HaHOCUTCSI Ha TPETUYHYIO (TPAHCIIOPTHYIO) YIIAKOBKY JIEKaPCTBEHHOTO IIpernapaTa SMUTEHTaMI KOJ0B
UIEeHTUPUKALNY TPETUUHOI (TPAaHCIIOPTHOI) YIIaKOBKY JIeKapCTBEHHOTO MperapaTra MeTogaMu reuatu
WU STUKETUPOBAHMSI.

IV. [TIpaBuia co3maHus, BBOAA B SKCITyaTalMI0, SKCILTyaTalun
¥ BbIBOJIA M3 SKCILTyaTalluM CUCTEMbl MOHUTOPMHTA

11. Co3pganue, pasBuTHe, BBOJ, B IKCILTyaTaIMI0, SKCIUIyaTallus U BIBOA, U3 3KCIUTyaTalMM CUCTEMBbI
MOHUTOPUHTA OCYIIECTBJISIIOTCSI OTIepaTOPOM CUCTeMbl MOHUTOPMHTA MO COTJIaCOBaHUIO ¢ MMHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit @enepanuy u @enepanbHoii C1yk0607 10 Hag30py B chepe
3IpaBOOXPaHEHMSI B COOTBETCTBUM C TPeOGOBAHMSIMM K MMOPSIAKY CO3AaHMS, Pa3BUTHS, BBOJIA B
9KCIUTyaTaluIo, KCITyaTalMy ¥ BbIBO/IA U3 IKCIUTyaTallyy roCcyJapCTBeHHbIX MHPOPMALIMOHHBIX CUCTEM U
IaJIbHEeMIIero XxpaHeHus cofepskalieicst B ux 6a3ax JaHHBIX MHGOpPMAIUY, YTBEPKIEeHHbIMU
roctaHoByiieHnueM IIpaBuTenscTBa Poccuiickoit @emepaniiu ot 6 mwoig 2015 1. N 676 "O TpeboBaHUSIX K
TOPSIIKY CO3aHMsI, Pa3BUTHSI, BBOJA B KCIUTyaTal[MI0, SKCIUTyaTal[My U BbIBOJA U3 SKCIUTyaTalUun
rOCyIapCTBEHHBIX MHOOPMALIMOHHBIX CUCTEM U Ja/IbHEIIIero XpaHeHUsl CoAepKalleincs B Ux 6asax
OaHHBIX MHPOpMaluu", 1 HacTosmuM [lonoxkeHMEM.



12. COBJIaHI/Ie, pa3BuUTHE U SKCILJIyaTallsd CMCTE€MbI MOHUTOPUHTA OCYIIECTBJ/ISIOTCS HAa OCHOBE!:

a) obecreveHus MOJTHOTHI, JOCTOBEPHOCTH, COXPAaHHOCTY MPUHMMAEMOIt 1 repegaBaeMoii ¢
MCII0/Tb30BaHMEM CHCTEeMbI MOHUTOPMHTA MHMOPMAIINMA, a TAK)KE CBOEBPEMEHHOCTH ee IPefoCTaBIeH s ;

6) 6e3B03Me3IHOCTM ITPEeIOCTABIeHMS ITPOM3BOIMUTEISIM JIEKAPCTBEHHBIX CPEACTB COMIepKaIeiics B
cUcTeMe MOHUTOPMHIA MHGOPMALIMK O CEPUSIX U MAPTUSIX JIEKaPCTBEHHBIX IIpeIapaToB, IPOU3BOIVMbIX
VMU U HaXOOSIIMXCS B IpaskgaHCKoM obopore B Poccuiickoii @emepanyin;

B) €IMHCTBA OPraHn3aldMOHHO-METOANYECKOTO obecrieueHust CUCTEMBI MOHUTOPMHTIA;

r) o6ecrieueHns MCIOIb30BaHMsI eIMHbIX PeeCTPOB, KIacCuOUKATOPOB ¥ CIIPABOYHMKOB CHCTEMbI
MOHUTOPMHTIA, B TOM UMCJIe 00SI3aTeIbHbIX /IS IPUMeHeHMsI B MH(DOPMAILIMOHHBIX CUCTEMaX I0PUANUECKAX
JIVII, I MUHAVBUIYaJIbHBIX MIpeIIIpUHMMATEIe, yKa3aHHbIX B yacTsax 7 u 10 cratbu 67 egepaabHOro
3akoHa "06 obpaleHnM JeKapCTBEHHbIX CPEACTB";

I) obecrieueHus per;iaMeHTMPOBAHHOIO JOCTYIIA K CCTEMe MOHUTOPUHTA;
e) 6ecriepebOITHOCTM pabOThI CMCTEMbI MOHUTOPMHTA.

13. CucteMa MOHUTOPMHTA BBOAUTCS B SKCILTyaTaIMI0 paboueil rpymnmoi, hopMupyeMoii orepaTopom
CUCTEMbI MOHUTOPMHTA C yUacTHUeM MpeCcTaBuTeNelt 3aMHTepeCOBaHHbIX (pelepaibHbIX OPTaHOB
VICIIOJIHUTEJIbHOM BIaCTM.

14. CucteMa MOHUTOPMHTA 0OeCIIeuBaEeT:
a) MPOBEPKY TOCTOBEPHOCTY CPEICTB UAeHTUDUKALIUN;

0) TPOCJIesKMBAEMOCTb JIBMKEHMS JIEKAPCTBEHHBIX IIPEIIapaTOB OT IMTPOM3BOAUTEJIS IeKaPCTBEHHBIX
CPeACTB 0 KOHEUHOI'O ITOTPeOuUTeIs;

B) 6]'[OKI/IpOBaHI/Ie MMPpUHATUSA I/IH(I)OpMaLU/II/I, HpeﬂCTaBHHeMOﬁ B COOTBETCTBUM C HacTosIIMM [lo/okeHem
B CICTEMY MOHUTOPIMHTA.

15. CucTeMa MOHUTOPUHTA COIEPKUT CAEIYIONIYIO MHOOPMAIINIO:

a) cBeJleHMsI 0 CyObeKTax oOpaleHus JeKapCTBeHHbIX CPeCTB;

6) cBeleHMS O JIeKapCTBEHHBIX TIperapaTrax 1 06 Ux o6opoTe.

16. OCHOBHBIMM MCTOUYHMUKAMM MHPOPMAILINM, COAepKaIeiics B CUCTeMe MOHUTOPUHTA, SIBJISIIOTCS:
a) CyObeKThI 0OpalleHs IeKAPCTBEHHbBIX CPEJICTB;

6) dbenepasbHble OpraHbl UCIIOTHUTENbHO BIACTM IIPU OCYIIECTBIEHUN UMM CBOUX PYHKIINIL C
MCIT0Tb30BaHMeM TOCYAAPCTBEHHBIX MHGOPMAIMOHHBIX CUCTEM.

17. KoadduimeHT JOCTYITHOCTY CMCTEMBI MOHUTOPMHTA COCTABJISIET He MeHee 99,5 mpoiieHTa 6e3 yuera
3aIUIaHMPOBAHHbIX ITEPUOIOB 0OCTYKMBAHMSL.

TexHMYeCKOe 06CTyKMBaHME CUCTEMbI MOHUTOPWHTA ITPOBOAMUTCS He yalle 4 pa3 B rojl, Iepuo/I
TeXHMUYECKOTO 00C/Ty;KMBAHUSI COCTABIsIET He 6osiee 24 4acoB.

V. IlopsimoK B3aMMOIECTBYS CUCTEMbl MOHUTOPUHTA
C MHBIMM TOCyIapCTBEHHBIMY MH(POPMALIMOHHBIMM CHCTEMaMU
" MHPOPMAIMOHHBIMMU CUCTEMaMM CYO'bEKTOB 0OpaIeHusT
JIEKapCTBEHHBIX CPEJICTB

18. Cucrema MOHUTOPMHIA BBaMMO,ZLeVICTBYET CO CieAYIIIMMN I/IHd)OpMaLU/IOHHbIMI/I CuCTeMaMMm:

a) eIMHbBI peecTp JMUIeH3UI Ha ITPOM3BOJICTBO JIeKaPCTBEHHBIX CPEICTB;



6) eIMHbBIN peecTp AULeH3U, B TOM YMCIie IUIeH3MIA, BbIIAHHBIX OpraHaMy roCcy1apCTBEHHO BlIacTU
cyobekToB Poccuiickoit demepaiiuy B COOTBETCTBUM C TepelaHHbIM ITOJTHOMOYMEM 10 JUILeH3UPOBAHUIO
OTJebHBIX BUIOB JIeSITeIbHOCTU B chepe OXpaHbl 30POBbS;

B) eflMHas TOCyaapcTBeHHas MHpOpMalMoHHas cucTema B cpepe 3apaBoOXpaHeH s ;
) eIMHbI FOCYLapCTBEHHbIN peecTp I0PUINYECKUX JIALL;
Il) eIVHBIN rOCyIapCTBEHHBIN peeCcTp MHANBUIYAIbHBIX IIPeaIIpUHMAaTEIeN;

€) rocyIapCTBeHHbIN peecTp aKKpeIUTOBAaHHBIX GUIMAIOB, IPeICTaBUTENbCTB MHOCTPAHHbBIX
IOpUINYECKUX JIAILL,

’K) aBTOMAaTU3MPpOBaHHasI MHPOPMaIMOHHAs cucTemMa DemepaibHOI CITyKObBI IT0 HA30pY B cepe
3[IpaBOOXpPaHEH NS,

3) EnuHast aBToMaTu3poBaHHas MH(POpMaILMOHHAS CHCTeMa TaMOKEHHBIX OPraHOB;
1) uHGOpMalMOHHbIE CUCTEeMbI CYyOBEKTOB 0OpaleHNs TeKapCTBEHHBIX CPEJICTB.

19. CBepeHus, mpeicTaBisieMble TOCYAAPCTBEHHBIMY MH(POPMAILIMOHHBIMMU CUCTeMaMu dheepalbHbIX
OpPraHOB MCIIOJIHUTEIbHO BIACTY B CUCTEMY MOHUTOPUHTA, a TaKKe CBeIeHMs, IiepeaBaeMbie 13
CUCTEeMbl MOHUTOPUHTA, IPUBEIeHbI B IpIoskeHuu N 1.

20. B pamkax nH(pOPMAaILMOHHOTO B3aMMO/IEMCTBUS CCTeMa MOHUTOPMHTA OCYIIECTB/IsSIET 0OMeH
CBeIeHUSIMU C TOCYAapCTBEHHbIMM MHDOPMAIMOHHBIMU CUCTEMAaMM 3aHTEpeCOBAaHHBIX (pefepasibHbIX
OpraHOB UCIIOJTHUTEbHO BJIACTU M OPTaHOB UCIIOTHUTEIbHO BacTu cyobekToB Poccuiickoit
denmepanyu, B TOM UMcjIe IIOCPEACTBOM MHGPACTPYKTYPHI, 0becIieunBaoei MHGOPMaIMIOHHO-
TEeXHOJIOTMYeCKoe B3auMoieiicTBYe MH(POPMALIMOHHBIX CUCTEM, MUCITOIb3yeMbIX IJIS1 ITPeA0CTaBAeHUS
roCcyIapCTBEHHBIX ¥ MYHULIUITAAbHBIX YCIYT U UCIIOHEHUS TOCYJaPCTBEHHBIX M MYHULIMTIATbHBIX
(yHKIIMI1 B 371eKTPOHHOIL opMme.

CucreMa MOHMUTOPUMHTA IMMOAK/IIOYAETCS K € IMHOM CUCTeMe MeKBeIOMCTBEHHOIO 3JIeEKTPOHHOTO
B3aMMO/IeCTBUS B COOTBETCTBUM C TOCTaHOBIeHeM [IpaBuTtenbcTBa Poccuiickoin ®enepanuu ot 8
ceHTsiopst 2010 r. N 697 "O emuHOI cucTeMe MeXBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aMOIeCTBUS " Ha
6e3B0O3Me3IHOI OCHOBE.

21. B3aumopeitcTBMe CUCTeMbl MOHUTOPUHTA C MHPOPMAIIMOHHBIMMU CUCTEMaMM CYObeKTOB 00paleHust
JIeKapCTBEHHBIX CPeJCTB OCYIIeCTBSIeTCS OCPeACTBOM MHGOPMAaLMOHHBIX 37IEKTPOHHBIX CEPBUCOB C
MCIIOIb30BaHMEM CTaHIapPTHBIX TPOTOKOJIOB U MHTep(eiicOB 371eKTPOHHOTO B3aUMOZe/iCTBHUS.

22. TexHuuyeckue CTaHIapPThl M TPeOOBaHMS K TEXHOJIOTMUECKO COBMECTMMOCTM CUCTEMbI MOHUTOPUHTA C
MHGOPMAIMOHHBIMM CUCTEMaMM, YKa3aHHBIMM B IyHKTe 18 HacTosmero [TomokeHsl, yCTaHABIMBAIOTCS
OIepaTopoOM CHUCTEMbI MOHUTOPVHIA B COOTBETCTBUM C TPeOOBAHUSIMM 3aKOHOAATENIbCTBA PoccuitcKoii
@enepanyu B chepe nHGOPMAIIMOHHBIX TEXHOIOTUI IO COTJIACOBAHMIO ¢ MMHMCTEPCTBOM 1M POBOTO
PasBUTHS, CBSI3U ¥ MacCOBbIX KOMMYHMKaIMi Poccuiickoit ®emepaiiuy 1 orepaTopoM MHGOpMAaIMOHHOM
CUCTEeMbI, C KOTOPOJi OCYILeCTB/SIeTCS B3aMMO/Ie/iCTBIE.

VI. lopsimoxk BHeceHust MHGOPMAIMK O JIeKapCTBEHHBIX
rperaparax B CMCTeMy MOHUTOPUHTA CyO'beKTaMy o0paieHust
JIeKapCTBEHHBIX CPEJICTB U ee COCTaB

23. BHeceHMe MHGOPMAIMK O JIEKAPCTBEHHBIX MIPerapaTax B CMCTeMY MOHUTOPWHTA ITPOMU3BOANTCS
cyobekTaMu obpaiieHust JieKapCTBEHHbBIX CPEJICTB MOCJIe POXOKAEHMSI UMM PETUCTPALINU B CUCTEME
MOHUTOPMHTA U MPEJOCTABIEHMS M JIMUHOTO KabuHeTa Cyo'bekTa o6paleHus JJeKapCTBEHHbIX CPeCTB.

PEFI/ICTpaL[I/IH Cy6'beKTOB 06paH_IEHI/IH JIEKapCTBEHHLIX CpedCTB B CICTeMe MOHUTOPMHIA U ITPpeaoCTaBJIeHne
JIMYHOTO KabuHeTa OCYITEeCTBJ/IAIOTCSA Ha OCHOBAHUM JOCTOBEPHDBIX CBE,[LEHI/IIZ, npeancTaBJI€HHbIX



cybbekTamy 06palleHus IeKapCTBeHHbIX CPeICTB B CMCTEMY MOHUTOPMHTA B 3JIEKTPOHHOM BUIE, U
IOKYMEHTOB, MpeCTaB/IsieMbIX B PefiepaibHYI0 CIYXKOY 10 Hafg30py B chepe 3apaBoOXpaHeHMs.

24. [Ins1 OCyIIecTBA€HUST perUCTpalyuy B CUCTeMe MOHUTOPUHTA CyObeKThI 0OpaleHus JieKapCTBeHHbIX
CpeJIiCTB - OpraHm3anun, Mpu3HaBaeMble HAJIOTOBbBIMM pe3uaeHTaMu Poccuiickoit ®enepaiinn,
VHIVBUIYAJIbHbIE IPEIIIPUMHUMATENN U TIPECTAaBUTENbCTBA MHOCTPAHHBIX OPTaHMU3alMii HA TEPPUTOPUNA
Poccuiickoit @enepatiyiu, IBISIONINXCS OepsKaTeaIMU UK BIaAe/bllaMy PETVUCTPALlMOHHOTO
YIOCTOBEPeHMsI, BHOCSIT B PErMCTPALIMOHHYI0 GOPMY CMCTEMbI MOHUTOPUHTIA, pa3MelleHHYI0 Ha
obuiMaabHOM caiiTe ollepaTopa CMCTEMbl MOHUTOPMHTA B MH(GOPMAaLMOHHO-TeJIeKOMMYHUKAI[MOHHOIA
cetu "MIHTepHeT", B 3JIEKTPOHHOM BUJe CleAyIolle CBeeHusl, MOANMCaHHbIe YCUIeHHOM
KBa/IM(ULIMPOBAHHO 3IEKTPOHHO MOAIMCHI0 PYKOBOIMTEISI OpTaHMU3aI Uy (TIpeICTaBUTEIbCTBA
MHOCTPAHHOI OpraHu3anuu Ha Tepputopun Poccuiickoit @enepanmm) Uan MUHAUBULYATBHOTO
npeanpuHuMaTesIs:

I/I,ZLeHTI/I(l)I/IKaL[I/IOHHbIﬁ HOMeEp HaJIOTOIlIaTe/IbIIIMKA;

CBeJIeHMS O HaJIuuum 160 00 OTCYTCTBUM JIMLIEH3UM Ha IIPOU3BOICTBO JIEKAPCTBEHHBIX CPEICTB, JIUIEH3 U
Ha apMaleBTMUeCKYIO AesITeIbHOCTD (BK/IIOUast OMTOBYIO M PO3HMYHYIO TOPTOBJIIO JIeKapCTBEHHbIMU
CpeAcTBaMM), IUIEH3UM Ha AeSITeTbHOCTD 110 000POTY HAPKOTUUECKMUX CPENICTB, TICMXOTPOITHBIX BEIIECTB U
UX IPEKYPCOPOB, KyJIbTUBUPOBAHNIO HAPKOCOAEPsKAIIMX PACTEHMIA U IULIEH3MM Ha MeIUIIMHCKYIO
IesITeTbHOCTb;

(I)aMI/I.TII/IH, numsd, OT4eCTBO (HpI/I HaJ'II/I‘{I/II/I) n Te)'[edJOH KOHTAaKTHOTIO JINiia,
aagpec BHeKTPOHHOfI ITOYThI.

CyObeKThl 0OpaleHust JieKapCTBEHHBIX CPEJICTB - OpraHu3aluu, Ipu3HaBaeMbie HaJIOTOBbIMU
pesugeHTamu Poccuiickoii @enepanyu, MHOUMBUAYaIbHbIE IPEeAIIPUHMMATEN, HE MMeoUIMe JINLeH3UM Ha
MPOM3BOJICTBO JIEKAPCTBEHHbBIX CPEACTB, JINIeH3MM Ha hapMalleBTUUeCKYIO IesiTeIbHOCTD (BK/I0Yast
OIITOBYIO ¥ PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPEACTBAMM), IUIIEH3UYM Ha JesITeTbHOCTD 110 000POTY
HApKOTUYECKMX CPeLCTB, IICUXOTPOITHBIX BEIeCTB U UX IIPEKYPCOPOB, KYJAbTUBUPOBAHUIO
HapKOCOAepsKalluX pacTeHUI U IULeH3UM Ha MeIULMHCKYIO I eITe/IbHOCTD, a TAaKKe IIPeCTaBUTEIbCTBA
MHOCTPAHHbBIX OpraHu3aluniti Ha Tepputopun Poccuiickoi ®@emepaiiniu, SBISIOIINXCA TepsKaTeasIMU UIn
BJIaJleNbllaMU PETUCTPALIMOHHOTO YIOCTOBEPEHUS U HE MMEKIINX JIMIIEH3UU Ha TTPOU3BOACTBO
JIeKapCTBEHHBIX CPeICTB, INIeH3UM Ha (papMalleBTUUeCKYIO IesTeJbHOCTD (BKI0Uas OMTOBYIO U
PO3HMYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMU CPEICTBAMM), TUIIEH3UY Ha IeITeIbHOCTD 10 000POTY
HapKOTUYECKMX CPECTB, IICUXOTPOITHBIX BEILECTB U UX MPEKYPCOPOB, KYJAbTUBUPOBAHUIO
HapKrocoAepXKallMX PaCTEeHU U TUITEH3UU HAa MeJUIIMHCKYIO JesITeJbHOCTh, He no3aHee 10 KajieHIapHbIX
IHEe ¢ JaThl BHECEHMS CBeeHMIA, TPeIyCMOTPEHHBIX ab3a1[aMy BTOPBIM - IISITBIM HACTOSIIEro IMyHKTa,
MpeJCTaB/ISIOT Takke B PeepanbHyIo Cy>k0y 110 Ha30py B cdepe 3ApaBOOXpaHeHMsT 3asBIeHMe O
perucTpanuy B CUCTeMe MOHUTOPUHTA (fajee - 3asBjeHNe) Ha OYMaxkHOM HocuTesie o ¢popme,
YTBEePXIeHHO MUHUCTEPCTBOM 3/ipaBooxpaHeHus Poccuiickoi @enepannn.

Perucrpanus B cicTeMe MOHUTOPMHTA CYObEKTOB 00OpalleHMsI JIeKapCTBEHHBIX CPEICTB - OpraHmM3aInii,
MpU3HaBaeMbIX HAJIOTOBbIMU pe3uaeHTamu Poccuiickoit @emepauyin, v UHAUBUAYATbHbBIX
MpeanpuHUMaTesei, MMeIuX JUIeH3MM Ha ITPOM3BOACTBO JJeKapCTBEHHbBIX CPEICTB, TUIEH3MM Ha
(dhapmaliieBTHMYeCKYIO IesITeJIbHOCTD (BK/TI0Yast ONITOBYIO ¥ PO3HUUHYIO TOPTOBJIIO JieKapCTBE HHBIMMU
CpeACcTBaMM), TUIEH3UM Ha AesITeTbHOCTDb 110 000POTY HAPKOTUUECKMUX CPEICTB, TICMXOTPOITHBIX BEIIECTB U
MX IIPEeKypCOPOB, KYJIbTUBUPOBAHUIO HAPKOCOAEPsKAIIMX paCTeHU U IMLIeH3UM Ha MeIUILIMHCKYIO
nesiTelTlbHOCTb, MOKET OCYILeCTBJISIThCS C UCIOIb30BaHMeM dellepasbHOI roCyqapCTBEHHOM
MHMOPMAIMOHHO cucTeMbl "EnuHas cucreMa uaeHTUGUKaIy 1 ayTeHTuduKauyumu B MHPPacTpyKType,
obecreunBaloieii MHGOPMAaIMOHHO-TeXHOJIOTMUeCKoe B3auMoieiicTBue MHGOPMAIMOHHBIX CUCTEM,
MCII0JIb3YeMbIX [IJISI IPeIOCTaBAeHMs TOCYJapCTBEHHBIX M MyHUIIUITA/IbHBIX YCIIYT B 3JIeEKTPOHHOI popme”.

25. s OCylIeCTBJIEHMA permctpaim B CMCTEME MOHUTOPUHTa CY6’beKTbI O6paLI.[eHI/I$[ JIEKapCTBEHHDbIX
CpeacCTB - MHOCTPaHHbIE OpraHM3aliumn, ABJAAI0IINeCd AepyKXaTeJIaMN WM BJIage/JIbliaMy PEermMcTpauiMOHHOTO



YAOCTOBEPEHMSI, He IIPM3HaBaeMble HAJIOTOBbIMU pe3ugeHTamu Poccuiickoii @egepaium 1 He UMeroLne
TpeICTaBUTENbCTB Ha TeppuTopun Poccuiickoit @epepalinyt, BHOCST B perMCTPALIMOHHYIO0 (POPMY CUCTEMBbI
MOHMUTOPMHTA, pa3MellleHHYI0 Ha OpUIMaTbHOM caiiTe oriepaTopa CUCTeMbl MOHUTOPUHTA B
MHGOPMAIMOHHO-TeJIeKOMMYHMKAIIMOHHO ceTy "VIHTepHeT", B 3JIeKTPOHHOM BU/JIE CJIeIyIONI/e
CBeeHMSI:

HaMMeHOBaHMe JepsKkaTesisl UM Bllafesblia PerucTPaliOHHOTO YIOCTOBEPEeHNS;
KO, HAJIOTOIJIaTe/IbIINKA B CTPAHE PErUCTpaliun;

KOJ, CTPaHbI PETUCTpaLUK;

dbamunnst, uMsI, OTUECTBO (MIpY HAIMUMUM) U Tesle)OH KOHTAKTHOTO JIUIIA;

ajipec 3J1eKTPOHHO MMOYTHI.

VII0JTHOMOYEHHbBIE TTPeCTaBUTeIN CYObeKTOB 0OpalleHNs TeKapCTBEHHBIX CPEICTB - MHOCTPAHHbIX
OpraHM3aLmii, IBJSIOIINXCS AepsKaTeasIMU UK BlIafe/IbllaMy PErMCTPallMOHHOTO YIOCTOBEPEHNS, He
MMpM3HABaeMbIX HAJIOTOBbIMU pe3umeHTaMmu Poccuiickoii @enepaliuy 1 He MMEIOIIMX MPeICTaBUTE/NIbCTB Ha
Tepputopum Poccuiickoi ®enepanyu, He mo3gHee 10 KajeHIapHBIX JHEN C IAaThl BHECEHUS CBeAdEeHMIA,
MpeyCMOTPEHHBIX a63a1[aMy BTOPBIM - IIECTHIM HACTOSIIEro MyHKTA, ITPeICTaB/ISIOT TaKKe B
demepalIbHYIO CJIYKOY IO Ha30py B cepe 3paBOOXpPaHeHNs] OPUTMHAJIBI JOKYMEHTOB, ITOATBEPKAAI0NIMNX
IIPaBO IPeICTaBJIEHNSI MHTEPECOB YKAa3aHHBIX CYyObEeKTOB 00paIeHMS JIEKAaPCTBEHHBIX CPEJICTB, U
3asiBJIeHMe Ha OyMaKHOM HOCHUTeJIe 110 ¢popMe, YTBepKaAeHHO MUHMCTePCTBOM 34 PaBOOXpaHEHMS
Poccuiickoit ®egepauym.

26. O6paboTKa 1 TpoBepKa CBefeHMIA, ITPeICTaB/IsIEMbIX B CMCTEMY MOHUTOPUHTA JIJISI perUCTpalnu,
IIPOU3BOAUTCS B aBTOMAaTUYECKOM peXuMe, B TOM 4ycie IOCpedCTBOM B3aUMOeCTBUS C MUHbIMU
rocy1apCTBeHHbIMY MHMOPMAIIMOHHBIMM CUCTEMAMM C MCIIOJIb30BaHMEM eIMHO CUCTEMbI
MeKBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aMMOIEICTBMUS, B TeueHMe 14 pabounx gHe ¢ JaThl IOAAYUN
cyobeKkTaMy 0OpalleHusl JieKapCTBEHHBIX CPEJICTB CBeeHN B CMCTeMY MOHUTOPMHTA.

depnepanbHas CJTysk6a 1o HAA30PY B cdhepe 3ApaBOOXpPAaHEHMS] pACCMaTPUBAET 3asIBIEHNS, TIPEICTABIEHHbIE
B COOTBETCTBUM C ab3alieM IIeCThIM ITyHKTa 24 HacTosmero ITo0keHusI, a TaKKe 3asiBJI€HMS ¥ OPUTUMHAJIBI
IOKYMEHTOB, IIpe/ICTaBJIEHHbIE B COOTBETCTBMM C a63alleM cebMbIM MyHKTa 25 HacTosiero [TooxkeHns, B
CpPOK He 60siee 5 pabouunx qHel 1 epegaet MHGOPMAIMIO O pe3yIbTaTaX PaCCMOTPEHMS 3asIBIEHUI U
OPUTMHAJIOB IOKYMEHTOB B CMCTEMY MOHUTOPUHTA B TeueHMe 1 paboyero JHS CO JHS MPUHSITUS
COOTBETCTBYIOIIETO PEIIEHNS.

Penrenne o peructpanym (06 oTKase B perucTpaimm) cyobekTa 06paiieHust JIeKapCTBEHHBIX CPEJICTB B
CUCTeMe MOHUTOPMHTA IpuHMMaeTcst PefepasbHO CTy>KO0ii 110 Haf30py B cepe 3apaBoOOXpaHEHMS
ocpecTBOM (QYHKIMOHAIA CUCTEMbI MOHUTOPMHTA.

Penienue o perucrpaunm cyobekTa oopaiieHust iekKapCcTBEHHbIX CPEJICTB B CMCTeMe MOHUTOPUHTA
MIPUHMMAETCS MIPU OTCYTCTBUM PACXOKAEHMIT Mexxny MHopMarlimeii, mpegycMOTpPEHHOI 3asiBieHueM, U
CBeLleHMSIMM, BHECEHHBIMMU B CYICTeMY MOHUTOPMHTA (B C/Iy4asax, KOTAa 3asBJIeHNs [I0NaBa/IVCh B
COOTBETCTBUM C ab3aliaMy 1IeCThIM MYHKTA 24 U ceIbMbIM MyHKTa 25 HacTosiero [lonoxkeHus), 1 pu
MIOATBEP>KOeHUM JOCTOBEPHOCT CBeleH i, BHECEHHBIX B CMCTEMY MOHUTOPUHTA.

27. CybbexkTaM obpalieHust 1eKapCTBEHHbBIX CPEJICTB OTKA3bIBAETCS B PETUCTPALIVA B CUCTEME
MOHUTOPMHTA MO CJIEAYIOIMM ITPUYMHAM:

a) B OTHOLIEeHUM IIPOU3BOAUTEIIeN 1IeKapCTBeHHbIX CPeliCTB Ha TeppuTopuu Poccuiickoi ®@enepauuy,
OCYILeCTBISIONMX TPOU3BOACTBEHHbIE CTaauy (hacoBKky (YIIaKOBKM) TeKapCTBEHHbIX MperapaToB BO
BTOPUUHYIO (TTIOTPEeOUTETHCKYIO) YITAKOBKY U (MJIM) TPETUUHYIO (TPAHCIIOPTHYIO) YITAaKOBKY (a IIpU ee
OTCYTCTBUU - B IEPBUYHYIO YITAKOBKY) JIEKAPCTBEHHBIX ITPEIapaToB:

HEeCOOTBETCTBME JaHHbIX BJIaade/Ibllad KBaJII/I(bI/ILU/II)OBaHHOI‘O CepTI/I(bI/IKaTa K/II04Ya ITPOBEPKA BHeKTpOHHOﬁ



TOATICH (Hajee - KBanuPUIMpoBaHHbI cepTU(UKAT) JaHHBIM PYKOBOAMTEJIS OpraHM3aIun, a Takxke
OTCYTCTBME CBeIeHMIi 0 KBaIM(PUIIMPOBAHHOM cepTUdMKaTe, BBIZAHHOM PYKOBOJIMUTEIO OpraHu3aIlum;

OTCYTCTBUE CBE,E[EHMVI 0 3anucsx B EnuHom rocyonapCTBEHHOM peecCTpe I0puaAndeCKUX JINII;

OTCYTCTBME CBeJleHUI O IeMCTBYIOIIel TULeH3un B ENMHOM peecTpe JIUIEH3UI1 Ha IPOU3BOICTBO
JIeKapCTBEHHbBIX CPEJICTB;

6) B OTHOIIIEHUY JiepskaTesieil VI BJIafe/IblleB PerMCTPAI[MOHHOTO YIOCTOBEPEHNS (B C/Tyyae KOoraa
JleKapCTBEHHbIN TpenapaT MPou3BOIUTCS 3a MpeAenaMy Poccuiickoit @emeparnn), SIBISTIOUIAXCS
OpraHu3auusiMu, IPM3HABAEMbIMM HAJIOTOBBIMU pe3uaeHTamMmu Poccuiickoit ®emepaunm mam
VHIVBUAYAIbHBIMY IIPEANPUHUMATEISIMY Y HE MMEIOIIMM JIMIIEH3UM Ha ITPOMU3BOJICTBO JIeKaPCTBEHHbBIX
CpeJCTB, MUIIEH3UM Ha (papMalleBTUUYECKYIO AeSITeIbHOCTD (BK/TFOYAs ONTOBYIO ¥ PO3HUYHYIO TOPTOBJIIO
JIeKapCTBEHHBIMM CpeJICTBAMM), TULIEH3UM Ha esITeJIbHOCTD IO 000POTY HAPKOTMUUECKUX CPeCTB,
MICUXOTPOITHBIX BEIIECTB U UX IIPEKYPCOPOB, KYJTbTUBMPOBAHUIO HAPKOCOAEPXKAIIMX PACTEHUI U JINIIEH3UN
Ha MeIVILVHCKYIO IesITeJIbHOCTb:

HeCOOTBETCTBME JaHHbIX Bazenblia KBaIMbULMPOBAHHOTO cepTuduKaTa TaHHbIM PYKOBOAUTES
OpraHu3aluuy UaM MHAUBUAYATbHOTO MpeIIPUHUMATES, OTCYTCTBME CBeeHUii 0 KBaIM(PUIIMPOBAHHOM
cepTuduKaTe, BbIJaHHOM PYKOBOAUTEJI0 OPTaHU3ALUM UIU UHAUBUAYAIbHOMY MIpeAIpUHUMATENIO;

OTCYTCTBME CBeAeHMi 0 3anucsax B EquMHOM rocygapCTBeHHOM peecTpe 1puandeckux aui unu Equaom
roCyJapCTBEHHOM peecTpe MHAVMBUAYAJIbHBIX IpeaIIpuHuMaTesnei;

Ha/IM4ye pacxoxaeHuit Mexxny nHdopmaliueit, peaycMOTpPeHHOV 3asiBJieHeM, TIpeICTaB/IeHHbIM B
COOTBETCTBUM C ab3alieM IeCThIM ITyHKTa 24 HacTosiero ITomoxkeHus, u CBeeHUsIMU, TIpeiCcTaBIeHHbIMU
B CMCTEMY MOHUTOPUHTA;

B) B OTHOLIEHUY MHOCTPAHHBIX OPraHU3alNii, fepyKkaTesieil Ui BiagelblieB perucTpaniOHHOTO

YO 0CTOBEpEeHMS, He [IPM3HAaBaeMbIX HAJIOTOBBIMU pe3uzieHTamu Poccuiickoilt @emepanumt 1 He UMEIOLINX
IIpeICTaBUTENbCTB Ha Tepputopum Poccuiickoii @enepauny, - HaIM4Me pacxoxXaeHUn Mexny
mnHpopmaimeii, npegycMOTPEHHOI 3asiBieHMEM, TTpeJCTaBIeHHbIM B COOTBETCTBMM C ab3alleM celbMbIM
MyHKTa 25 Hacrosiero [TonoxkeHnsi, M CBeJeHUSIMHU, TIpeJICTaBIeHHbIMMU B CUCTEMY MOHUTOPMHTA;

I) B OTHOILIEHUY TIPEICTAaBUTEIbCTB MHOCTPAHHBIX OpraHm3anuit Ha Tepputopum Poccuiickoit @enmeparinm,
SIBJISTIOIIMIXCS e psKaTeIIMU MUY BJ1aJie/IbIlaMy PETUCTPAIIMOHHOTO YAOCTOBEPEHMSI:

HECOOTBETCTBME NaHHbIX BJIajle/IbIla KBATM(PUIIMPOBAHHOTO cepTUdUKATA JaHHBIM PYKOBOIUTEIIS
MIpeJICTaBUTEIbCTBA, & TAKKE OTCYTCTBYE CBEIEHMIT 0 KBATMMUIIMPOBAaHHOM cepTuduKaTe, BbIZAHHOM
PYKOBOJAMTEJTIO ITPEICTaBUTEIbCTBA;

OTCYTCTBHUE CBGI[@HI/IIZ O 3aIllMCAX B roCygapCTBEHHOM peeCTpe aKKpeAMTOBAHHBIX d)I/I.TII/IaI[OB,
npencTaBUTEJIbCTB MHOCTPAHHBIX IOPUANYECKUX JINUIL,

Ha/In4ye pacxoxaeHuit Mmexxny nHdopmaiiueit, mpeaycMOTpPeHHOV 3asiBieHeM, TIpeICTaB/IeHHbIM B
COOTBETCTBMM C ab3alieM IIeCThIM ITyHKTa 24 HacTosiero ITomoxkeHus, 1 CBeIeHUSIMU, TIpeiCTaBIeHHbBIMU
B CMCTeMY MOHUTOPUHTA (/151 MpeACTaBUTENIbCTB MHOCTPAHHBIX OpPraHM3aluii Ha TeppuTopumn Poccniickoii
@enepaliviy, SBASIOUMXCS JepsKaTeasIMU WU BiaaaeabliaMy PerMCcTPalMOHHOTO YAOCTOBEPEHUS U He
MMEIIMX JUIIeH3MU Ha ITPOU3BOJICTBO JIeKapCTBEHHbBIX CPeNCTB, INIeH3UM Ha (papMalieBTHUUeCKYI0
IesITeIbHOCTD (BK/IIOUAsT OMTOBYIO ¥ PO3SHUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMM CpefCTBaAMM), IMLIEH3UM Ha
IesiTeTbHOCTDb 110 060POTY HAPKOTUYECKUX CPEJICTB, TICMXOTPOITHBIX BEIeCTB U UX ITPEKYPCOPOB,
KyJIbTUBUPOBAHMIO HAPKOCOAEPKalMX PACTeHU U IMIIeH3UM Ha MeIULIMHCKYIO IeSITeIbHOCTD);

1) B OTHOIIIEHUM OPTaHM3al[Mii OTITOBOI TOPTOBJ/IY JIEKAPCTBEHHBIMY CPEICTBAMM (B TOM UMCIIE
OCYILeCTBSIOMMUMM (PYHKINM IO ayTCOPCUHTY), OpraHu3aluit pO3SHUYHOM TOPTOBJIM JIeKapCTBEHHbIMMU
npernaparamu, MEAULIMHCKUX OPTaHM3aluii ¥ MHAVMBUAYAIbHBIX ITPeAIIpUHMMATE el :

HEeCOOTBETCTBME JaHHbIX BJIaade/Ibllad KBaJII/I(bI/ILU/II)OBaHHOI‘O CepTI/I(bI/IKaTa AJaHHbIM DYKOBOIUTEJIA



OpraHm3alyy, a Takske OTCYTCTBIME CBeIeHMi 0 KBaIpULIMPOBAHHOM cepTuduUKaTe, BhIZaHHOM
PYKOBOJMTEJTIO OpraHu3alni;

OTCYTCTBUE CBE,E[EHMVI 0 3anucsx B EnuHom rocyonapCTBEHHOM peecTpe IopuandeCKuX JINL NIn EnnHom
rocyonapCTBEHHOM peeCTpe MHOAUBUAYAJIbHbIX npeﬂanHMMaTeneﬁ;

OTCYTCTBME CBeIeHMIi O IeVICTBYIOIIel INIeH3UM B eIMHOM peecTpe JIUIeH3Uii, B TOM 4McIie TULeH3UiA,
BBIJJAHHBIX OpraHaMM roCcyIapCTBEHHOI BacTu cyobeKToB Poccuiickoit @emepaliny B COOTBETCTBUM C
repelaHHbIM ITOJITHOMOYMEM I10 JIMIIEH3MPOBAHMIO OTAEIbHBIX BUIOB I€SITEJIbHOCTM.

28. Ilo pe3ynbTaTam perucTpanyuu cyobekra oopaiieHus JeKapCTBeHHbIX CPeICTB B CUCTeMe MOHUTOPUHTA
" TIPeIOCTaBI€HUY eMy JIMYHOTO KabMHeTa Ha afpec 3JeKTPOHHO MOYThI, YKa3aHHbBIN MPU rogaye
CBeZleHMI1, OIlepaTOpPOM CUCTeMbl MOHUTOPMHTIA C MCII0JIb30BaHMeM (QyHKIMOHaIa CUCTeMbl MOHUTOPUHTA
OTIIPaBJISIeTCSI COOTBETCTBYIOLIee yBeJoMIIeHMe. [Ipy 9TOM MOBTOPHOE MCII0Ib30BaHMe OJHOTO U TOTO XKe
azipeca 37eKTPOHHO MOYUTHI JIJIS1 PETUCTPALMY TMYHBIX KaOMHETOB Pa3IMUHbIX CYObeKTOB 0OpalleHus
JIeKapCTBEHHBIX IIpernapaToB He JOIyCKaeTCs.

29. Cy6bekT obpaieHus ieKapCTBEHHbIX CPeJICTB, MOTyUMBIINI YBeJOMJIEHME O PeTUCTPAl B CUCTEMe
MOHUTOPUHTA, TPU aKTUBAIMM QYHKLIMIT IMYHOTO KaOMHETa BHOCUT B CCTEMY MOHUTOPUHTA TMlepevyeHb
aZipecoB MeCT OCYILeCTBJIeHMS IesiTeJIbHOCTY IyTeM BbIOOpa TaKOro ajipeca M3 aipecoB, yKa3aHHbBIX B
JULEH3USIX Ha TIPOU3BO/ICTBO JIeKAPCTBEHHBIX CPEAICTB, MULIEH3USIX Ha hapMaleBTUYECKYIO AesiITeIbHOCTh
(BK/IIOUYAS ONTOBYIO ¥ PO3SHUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMMU CPeCTBAMM), INLIeH3MAX Ha [esTe/IbHOCTh
110 060POTY HAPKOTUUECKUX CPEJICTB, ICUXOTPOITHBIX BELIECTB U UX MIPEKyPCOPOB, KyIAbTUBUPOBAHUIO
HapKOCOepsKalluX pacTeHUI U IULeH3UAX Ha MeJULMHCKYIO JesTeIbHOCTh, @ TaKKe [1epeyeHb aipecoB
dbapmaleBTMYECKUX CKIAA0B (TIPY HATMUMM YKa3aHHbIX JTULIEH3UIA).

Cy6bexT obparieHus IeKapCTBEHHbIX CPEJICTB - AepsKaTesb WIK Biaesel] perucTpalMOHHOTO
yIIOCTOBEPEHMS POM3BEIEHHOTO BHE TeppuTopun Poccuiickoit @emepaiiny JieKapCTBEHHOTO Tperapara u
(nnu) ero TIpeaCTaBUTENbCTBO Ha TeppuTopuu Poccuiickoit epepaiiyiu, MoaydnBIine yBegoMIeHe O
perucTpanuy B CUCTEME MOHUTOPUHTA, BHOCSIT B CMCTEMY MOHUTOPMHTA MHGOPMAIIMIO O
MIPOM3BO/ICTBEHHBIX TUIOMIAZKAX, OCYIIECTBIISIONMX MPOMU3BOACTBEHHYIO CTaINIO0 (hacOBKM (YITAKOBKM)
JIeKapCTBEHHBIX IIPerapaToB BO BTOPUUYHYIO (MTOTPeOUTENBCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO Tpernapara (a
TIpU ee OTCYTCTBUY - B TIEPBUYHYIO YIIAKOBKY JIeKapCTBEHHOTO Tpernapara) ¥ Ipou3BOACTBEHHYIO CTaAMNIO
BBIITYCKAIOIIIEr0 KOHTPOJISI KaueCcTBa.

30. [lepenaua cBemeHMI CyObeKTaMM 0OpaleHus TeKapCTBEHHBIX CPEICTB B CUCTEMY MOHUTOPUHTA
OCYILeCTBJISIETCSI HA OCHOBE pa3paboTaHHbIX MHGOPMAIIMOHHBIX 3JIEKTPOHHBIX CEPBMCOB OITepaTOPOM
CUCTeMbI MOHUTOPMHTA C UCIIOJIb30BaHMEM CTAaHAAPTHBIX IIPOTOKOJIOB U MHTEP(eiicOB 3JIEKTPOHHOTO
B3aMMOIeCTBUS.

ABTOpU3aLMs CYOBEKTOB OOpaIleHNsI JIEKAPCTBEHHBIX CPEICTB - OpraHu3alInil, TPU3HaBaeMbIX
HaJIOTOBBIMMU pe3upeHTamMmu Poccuiickoii ®egepannm, MHANBUYAIbHBIX ITPeAIIPUHUMATEIEN U
MMpeiCTaBUTENbCTB MHOCTPAHHBIX OpTaHM3alMii Ha Tepputopum Poccuiickoit @enepaniu, SBASIOMINXCS
IepskaTeasiMU WU BIadebliaMy PErMCTPALMOHHOTO YIOCTOBEPEHMS, B CUCTEME MOHUTOPUHTA
OCYIIIeCTBJISIETCS MTOCPEICTBOM MCIO0J/Ib30BaHMS KBAIMMULIMPOBAHHOTO cepTuduKaTa.

ABTOpU3aLMs CyObEKTOB 0OpaleHus JIeKapCTBEHHBIX CPEICTB - OpraHu3aluii, MpM3HaBaeMbIX
HaJIOTOBbIMU pe3ugeHTamu Poccuiickoit @enepaiivin, 1 MHAMBUAYAJIbHbBIX IIpeAIPUHMUMATEel B CUCTeME
MOHUTOPMHTA MOXET OCYIIECTBJISIThCS TTOCPEICTBOM UCITOMb30BaHMS (elepaabHOM ToCcyIapCcTBEHHOM
MHMOPMAIMOHHO cucTeMbl "EnuHas cuctema uaeHTUGUKauy 1 ayTeHTuduKauumu B MHPPacTpyKType,
obecreunBaloieii MHGOPMAaIMOHHO-TeXHOJIOTMUeCKOoe B3auMoieiicTBUe MHGOPMAIMOHHBIX CUCTEM,
MCII0JIb3YEeMbIX [IJISI TPeIOCTaBIeHMs TOCYJapCTBEHHBIX M MyHUIIUITA/IbHBIX YCIIYT B 3JIeEKTPOHHOI popme”.

ABTOpM3anus Cy0beKTOB 0OpalleHNsI IeKapCTBEHHbBIX CPEJICTB - MHOCTPAHHbBIX OpraHM3aluit, SBISIOUNXCS
IepsKaTens My MU BaaJeabliaMy PerMcTpalMOHHOIO yIO0CTOBepeHusl, He IIPM3HaBaeMbIX HaJIOTOBbIMU
pesuneHTamu Poccuiickon @enepanyy U He MMeIOLMX [IPeCTaBUTeNbCTB Ha TeppuTopuu Poccuiickon



depepaliviy, B CUCTEME MOHUTOPUHTIA OCYILECTBIISIETCS ITOCPEACTBOM UCIIOIb30BaHMS IPOCTOI
3JIEKTPOHHOM IOAMINCHA.

31. CBenmeHus, mepegaBaeMble B CMCTEMY MOHUTOPUHTA, GOPMUPYIOTCS U TIPeACTaBIISIOTCS B popme
9JIEKTPOHHBIX TOKYMEHTOB, IMOAIMCAHHBIX YCYMJIEHHOM KBAIMGUIIMPOBAHHOV 37IEKTPOHHOJ ITOAIINICHIO, 32
MCKITIOUEHMEM CJTyuaeB, IIPeayCMOTPEHHBIX a63a1aMy BTOPBIM - IIECThIM HACTOSIIEro IMTyHKTa.

He noammnceiBaOTCS YCI/I]'IEHHOI;'I KBaHM(l)MI_LMpOBaHHOVI BHEKTPOHHOVI IMOAIINCBIO:

CBeZleHMSI O PO3HMYHOI TOProBJie JieKapCTBeHHbIMU IIperiapaTaMu, repeaBaemMbie CyoObeKTamMu
obpallleHus JIeKapCTBEeHHbIX CPeJICTB B 3JIEKTPOHHOI popMe B cocTaBe PUCKaIbHBIX JOKYMEHTOB B
COOTBETCTBUM C 3aKOHOZATe/IbCTBOM Poccuiickoil @enepanyyt 0 IpMMeHeHUY KOHTPOJIbHO-KacCOBO
TeXHVUKU;

CBeJIeHMSI O BbIBOJIE M3 060pOTa JTEKapCTBEHHBIX IMPEeIapaToB, epegaBaeMblie CyObeKTaMy 0OpaneHus
JIeKapCTBEHHBIX CPEICTB B 3JIEKTPOHHOI (popMe C UCIT0Ib30BaHMEM PETMUCTPATOPOB BbIOBITUS MU
KOHTPOJIbHO-KAaCCOBO TEXHUKM (TIpU OTITyCKe OeCIIaTHO MJIM CO CKMUJIKO JieKapCTBEHHBIX IIperapaToB 1o
pellenTy Ha JIeKapCTBEHHbIE TTPerapaThi);

CBeJleHUs], epeiaBaeMbie CyObeKTamy o0pallieHys JeKapCTBeHHbIX CPeICTB B 37IeKTPOHHOI hopMe ¢
MCITOJTb30BaHMEM YCTPOICTB PperucTpauy SMUCCUN;

CBelleHMsI, IepeaBaeMbie B COOTBETCTBUM C HACTOSIIIMUM [TosioskeHMeM OpraHu3alusIMy - CYyObeKTaMu
oOpaleHus JeKapCTBEHHbBIX CPEACTB, He SIBISIOMVMMCS OpraHu3anusIMu, IpU3HaBaeMbIMY HaJIOTOBbIMM
pesugeHTamu Poccuiickoit @egepaliyun.

32. [lepengaua cBeleHMIT B CMCTEMY MOHUTOPMHTA OCYIIECTB/ISIETCS TIOCPeACTBOM HarlpaByieHMs ¢aityioB B
dbopmare 1 B COOTBETCTBUM C MHCTPYKIIMeE, OMMChIBaloIelt ITpolieaypbl MpeicTaBieHns CBedeH it
cyObeKTaMy 00palleHMsl JIeKapCTBEHHBIX CPEICTB, COIJIACOBAHHBIMM C MUHMCTEPCTBOM 3 PaBOOXPAHEHMS
Poccuiickoit @epepaiiny 1 pa3mMellleHHbIMM OIepaTOpOM CHUCTeMbl MOHUTOPMHTA B MHGOPMAaI[MOHHO-
TeJIeKOMMYHMKAI[MOHHO ceTu "VIHTepHeT" Ha ero opuilMaabHOM caiiTe.

IlaToii IpeAcTaBaeHMS CBeIeHMI B CMCTEMY MOHMTOPMHTA CUMTAETCS JaTa, 3apMKCcMpoBaHHAS B
KBUTAHLIUY O TIpUeMe CBefieHNi, GopMMUpyeMoiit Ipy UX yCIelHOM 0TpaboTKe 1 puKcaum B CUCTEMe
MOHUTOPMHTA B OpMe 3JIeKTPOHHOTO IOKYMEHTa, 32 UCKJII0OUeHeM MpeACcTaBaeHs CBeJleHUi B
COOTBETCTBUM C ITYHKTOM 44 HacTosiero ITosokeHns ariTeqHOi opraHu3alnyent, OCyIeCTBISIoNIen
PO3HUYHYIO TOPTOBJIIO JIEKAPCTBEHHBIMM ITperapaTaMy, MapKMPOBAaHHBIMY CPeCTBAMM UAEHTUPUKALINMA,
M OTITYCK JIeKapCTBEHHBIX MperapaToB, MapKMPOBAHHBIX CPeICTBAMU UIeHTUPUKALIUHU, CO CKUIKOI 110
pellenTy Ha JIeKapCTBEeHHbIe TTpernapaThl, CyobeKTOM 0OpaleHus TeKapCTBEHHbIX CPECTB,
OCYIIECTB/ISTIOI M MeIULIVHCKYIO IesITeIbHOCTD ¥ BBIBOJ, 3 000pOTa JIEKAaPCTBEHHBIX ITPerapaToB,
MapKMPOBAHHBIX CpeACTBAMM UACHTUGUKAIIMY, TIPY OKAa3aHUY MEeAUIIMHCKON TTIOMOIIM, a TAaKKe
CyObeKTOM OOpalleHust J1eKapCTBEHHBIX CPEICTB, OTITYCKAIOUIMM JIeKapCTBEHHbIE ITperaparhl,
MapKMpOBaHHbIE CpeCTBaMM UAeHTUGUKAIMM, 6ECTIZIATHO I10 peleNnTy Ha JiIeKapCTBEHHbIE TperapaThl.
JlaToii mpencraBiieHUs CBeIEHUI B CUCTEeMY MOHUTOPUHTA B YKA3aHHbBIX CJIyUYasX CYUTAETCS IaTa
HaIlpaBJIeHUs CBeJIeHMI B CMCTEMY MOHUTOPMHTA YKa3aHHBIMM CyObeKTaMM 00paIeHus JieKapCTBEHHbBIX
CpencTB.

o 1 peBpans 2021 r. B ciryyae HemosryuyeHust Cy6beKTOM 06paiieHust JIeKapCTBEHHbBIX CPeICTB KBUTAHIUA
O MpMeMe CBeIeHMT B COOTBETCTBMM C a03a1leM BTOPbIM HACTOSIIETO ITyHKTA MPY MIpeICTaBIeHUA
CBeJIeHM1 B CCTEMY MOHMUTOPMHTA B COOTBETCTBMM C ab3a1ieM TPeTbMUM ITyHKTa 35, myHKTamu 37 - 38(1),
40, 41, 43, 44, 44(2) u 45 HacTosero ITososkeHust B TeyeHre 15 MMHYT C MOMEHTA MpeCTaBIeHUs CyObeKT
obpaleHus JeKapCTBEHHbIX CPEACTB BIIpaBe OCYIIECTB/ISITh JabHeINe ornepalum C JJeKapCTBe HHbIMU
rperapaTamu, He TOKUIASICh TOTyUYeHUsI KBUTAHLIMU O TIpMeMe CBeIeHMIA.

[IpencraBneHue CBeIEHN B CUCTEMY MOHUTOPUHTA CYyO'bEKTOM 06palieHusl T1eKapCTBEHHbIX CPeJICTB P
OCYIIECTBAEHUM OIepaluii ¢ IeKapCTBEHHBIM ITPerapaToM OCYIIEeCTBISIeTCS TTOC/IeJOBAaTeNbHO, 3a
MCKIIIOUEeHMEM cJTyyaeB, ITpeayCMOTPeHHbIX HacTosiuuM IlonoxkeHneM. ITpu aToMm cBefeHust 06 ouepesHO



orepaluu ¢ JeKapCTBeHHbIM ITperapaToM IepeatoTcs IMociie oTyuyeHns: cyobeKTaMy 00palieHnst
JIeKapCTBEHHBIX CPeICTB MOATBEPXKIeHMS 00 yCIelHOi 06paboTKe CUCTeMOi MOHUTOPUHTA CBeIeHMI O
MpeapIayleil onepanuy C J1eKapCTBeHHbIM IIpenapaToM.

M3meHeHne ¢popmarta B3auMOAECTBUS MHPOPMALIMOHHBIX CUCTEM CYO'bEKTOB 00palleHMsI JIEKapCTBEHHBIX
CpeACTB C CUCTEMOI MOHUTOPMHTA ITPOMU3BOAUTCS He 4vaile 1 pasa B TeueHue 180 gHeit, 3a MCKIIOUEHNEM
HeoOX0IMMOCTH M3MeHEeHMS TaKoro hopmata B ciIydasx, IIpeayCMOTPEHHbBIX 3aKOHOIATe/TbCTBOM
Poccuiickoit ®enmepauyn.

33. I[Ipu onmcaHMy JeKapCTBEHHBIX IIperapaToB BHECEHME CBeeHMi B MHMOPMaIMOHHBI pecypc,
obecreunBaloOIINii yueT 1 XpaHeHMe TOCTOBEPHBIX JaHHBIX O TOBApax 10 COOTBETCTBYIOIIEH TOBapHOI
HOMEHKJIaType, i CUCTEMY MOHUTOPUHTA OCYLIECTBIISIETCS CAeAYIOIMMM CYyObeKTaMy 00 paieHus
JIeKapCTBEHHbBIX CPEICTB:

B CJyuae IIPOU3BOICTBA JIeKapCTBEHHBIX MpernapaToB B Poccuiickoit dengepatiniu - Mpou3BOAUTENSIMU
JIeKapPCTBEHHBIX CPEICTB, OCYIIECTB/ISIOIMMM 3aBepIIeHIe MPOU3BOACTBEHHO cTaguy (GacoBKMU
(YITaKOBKM) JIeKapCTBEHHBIX IMPeNapaToB BO BTOPUYHYIO (TTOTPEOUTETBCKYI0) YIIAaKOBKY JIEKAPCTBEHHOTO
rpernapara (a mpy ee OTCYyTCTBUM - B IIEPBUYHYIO YITAaKOBKY JIeKapCTBEHHOTrO ITperapara);

B CIydae IPOM3BOJICTBA JIeKapCTBEHHBIX IIpernapaTos 3a lpenenamu Tepputopumn Poccuiickoi ®@epepaunn
(B ciryyae MHOCTPAHHOTO NPOM3BOJCTBA) - AepyKaTe/sIMU MUY BllaZeblilaMy percTpalyiOHHOTO
YAOCTOBEepeHUs U (UIn) UX IIpefCcTaBUTeIbCTBAMU Ha Tepputopuu Poccuiickoit @enepauiny unn
YIIOJIHOMOYEHHbIMY MTpeICTaBUTENSIMY B UaCTU BHECEHMSI CBefleHUi B MHGOPMaIMOHHbIN pecypc,
obecreuMBaloOIINii yUueT ¥ XpaHeHNe TOCTOBEPHBIX TAHHBIX O TOBAPAX IO COOTBETCTBYIOIE/ TOBAPHOIA
HOMEHKJIaType.

ITepeueHb CBeIeHMIA, TPEACTABISEMbIX ITPU OMMCAHUM JIEKAPCTBEHHBIX IIPEeIapaToB CyObeKTaMu
obpaleHus JeKapCTBEHHBIX CPeACTB B MHGOPMAIIMOHHBIN pecypc, 06ecreunBalomnii yueT u XxpaHeHue
IOCTOBEPHBIX JaHHbIX O TOBapax M0 COOTBETCTBYIOIIEl TOBapHOI HOMEHK/IAType, MPUBeIeH B
npunoxkenun N 2.

Cy06beKTbl 0OpalleHusI JieKapCTBEHHBIX CPeJICTB, YKa3aHHbIe B ab3aliax BTOPOM M TpeTbeM HaCTOSIIEero
IYHKTA, PETUCTPUPYIOT JIeKapCTBEHHbBIE MperapaTrhl B CUCTEMe MOHUTOPUHTA HA OCHOBAHUM 3JIEKTPOHHOM
3a51BKU, CopepyKalei:

IJI00aIbHBIN MAEeHTU(VKALVMOHHBI HOMEep TOProBOii e IVIHUIIbI;

HOMeED permcTpaloHHOTrO0 YIOCTOBEpPEeHMS U IaTy perucTpaluu JjeKapcTBeHHOro Mpernapara B
roCyIapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPeJICTB.

O6paboTKa MOJTyUeHHBIX CBEJIEHMIi OCYLIECTB/SIETCS B aBBTOMATUUYECKOM peXMUMe IyTeM (popMupoBaHus
3aIpoca Ha MoJyyeHue CBeIeHNIi 0 JIEKapCTBEHHOM Iperapare U3 eIMHO roCyaapCTBEHHOIA
MH(pOpMaIMOHHOI cUcTeMbI B cepe 3apaBoOXpaHeHMs ¥ MHPOPMAIMOHHOTO pecypca, 06ecreunBaroIero
yueT U XpaHeHMe JOCTOBEPHBIX JAHHBIX O TOBApax [0 COOTBETCTBYIOIIE/ TOBAPHOI HOMEHKJ/IAType.

34. CBepmeHus, TpeiCcTaBJisseMble CyObeKTaMu oOpalleHus JeKapCTBeHHbIX CPeICTB B CUCTEMY
MOHUTOPMHTA IIpM BBOJie B 000POT JieKapCTBEHHBIX ITperapaToB, MpuBeeHbl B puioxkeHuu N 3.

CBeneHus, TipeCTaBisieMble Cy0'beKTaMu 0OpallleHNs JieKapCTBEHHBIX CPeICTB B CUCTEMY MOHUTOPUHTA
TIpU BBIBOJIEe 13 000pOTA JieKapCTBEHHBIX ITperapaToB, IpMBeAeHbl B IpuiokeHn N 4.

35. B pamkax BBOjIa B 000pOT JIeKapCTBEHHBIX IMperapaToB Ha Tepputopuu Poccuiickoit denepanmn,
MIpOM3BeeHHbIX Ha TeppuTopuu Poccuiickoit @emeparinm, CyobeKT oOpalieHus JeKapCTBeHHbIX CPeICTB,
OCYIIeCTBIISTIONMIMIA acoBKy (YITaKOBKY) JIEKAPCTBEHHOTO IIperapaTa BO BTOPUYHYIO (TIOTPeOUTETbCKYIO)
YIIAaKOBKY (B C/Iydyae ee OTCYTCTBUS - B IEPBUYHYIO YIIAKOBKY), 40 MIPEeACTaBJIeHUS CBeAeHMI1 O JaJbHeNnx
orepanusix ¢ TAKUMMU JIeKapCTBEHHBIMU MperapaTaMu MpeacTaBiiseT B CUCTEMY MOHUTOPUHTA C
UCIIO/Ib30BaHMeM YCTPOMCTBA PerucTpanuy SMUCCUN CBeLeHs, IpelyCMOTPeHHble ITYHKTOM 1



npuwioxeHusi N 3 K HacToseMy [1omoxkeHu1o.

[Tpu ocyuiecTBIeHMM OTOOpa 06PA31I0B JIeKapCTBEHHOTO MpernapaTa B paMKaxX KOHTPOJISI KauecTBa
MIPOM3BeJeHHOI0 JIeKapCTBEHHOT0 Mperaparta Cyo'beKT obpalieHus JeKapCTBeHHbIX CPeJCTB,
OCYIIEeCTBISIONIMIE 0TOOP 00pa31ioB JieKapCTBEHHOTO Iperapara, peacTaBiseT B CUCTEMY MOHUTOPUHTA
CBeLleHMs, IpelyCMOTpeHHble MyHKTOM 1 npunoxkenus N 4 K HacTosieMy [TonoskeHuto.

Cyb6bekT obpaleHus JeKapCTBEHHbIX CPEACTB, OCYIIEeCTB/ISIONIMI TPOM3BOCTBEHHYIO CTaAMIO
BBIITYCKAIOIIEr0 KOHTPOJISI KaUueCTBA JIeKapCTBEHHBIX ITperapaToB, B TeUeHMe 5 pabounx JTHel ¢ JaThl
3aBepIIeHMs IPOU3BOICTBEHHON CTaAMM BbIITYCKAIOLIEro KOHTPOJISI KaueCTBa U MpeACTaBIeHUS
IOKYMEHTOB U CBeJIeHIIA, TpelyCMOTPeHHBIX YacThbio 1 ctaTbhy 52.1 ®enepanbHoro 3akoHa "0O6 obparieHnn
JIeKapCTBEHHBIX CpeACTB", B DemepaibHYIO CIIY3KOY 110 HaA30py B cdepe 31 paBOOXpaHEHMS WIIM TTOTYUEHUS
pasperieHusi, IpeayCMOTPEHHOTO YacThio 7 ctaThy 52.1 demepanbHOro 3akoHa "O6 obpaiieHnn
JIeKapCTBEHHBIX CPeICTB" (B CIyuyae MPOM3BO/ICTBA MMMYHOOMOIOTMUECKMX JIeKapCTBEHHbIX MTPenapaTos),
IO TIpe/iCTaB/IeHMs CBeleHN O NaTbHEeNIINX orlepalysx ¢ BBOAMMBIMU B IpaskgaHCKMIT 060pOT
JIeKapCTBEHHBIMMU TIperapaTamu MpeacTaBiisieT B CUCTEMY MOHUTOPUHTA CBeeHUs, [TPelyCMOTPEHHbIE
IMYHKTOM 2 TipuioxkeHusi N 3 K HacToseMy [TonoxkeHnto.

36. B pamKax BBOZa B 000POT JIeKapCTBEHHbBIX IIPeNapaToB Ha Tepputopumn Poccuiickoit @emepanmn,
MIpOM3BeJeHHbIX 3a MpeeamMu Tepputopun Poccuiickoit @enmepaiyu, cyobeKT obpalieHust
JIeKapCTBEHHBIX CPeLCTB, BISIOLIUIACS AepKaTe/leM WU BilaZe/blieM PerMcTpaluMOHHOTO YA0CTOBepeHNs,
WIM IIPeACTaBUTENbCTBO MHOCTPAHHOM OpraHM3alyuy Ha Tepputopum Poccuiickon ®@enepanymu,
SIBJISIIONEICS lepsKaTesieM MM BiIafelblleM PeruCcTpauyiOHHOTO YI0CTOBEpEeH S, IIPU 3aBepILIeHU N
MPOM3BOJICTBEHHOI CTaANM YIIAKOBKM (B C/lyuyae OTCYTCTBUSI BTOPUYHOI YIIAKOBKY - CTaguy (pacoOBKM)
JIeKapCTBEHHBIX IIPerapaToB Wi MapKUPOBKU YIIaKOBOK JIeKaPCTBEHHbBIX IIperapaToB CpecTBAMU
UIOEeHTUPUKALIMY Ha TAMOXKEHHOM CKJIaJie B COOTBETCTBMM C ab3alleM BTOPBIM ITyHKTa 4 HACTOSIIIETOo
[Tosio’keHMs IO TIpeacTaBlIeHUs CBeNeHUM O falbHeNINX Onepanusiax ¢ TaKMMU JIeKapCTBEHHbIMU
rnpernapaTamMmu MpencTaBasOT B CUCTEMY MOHUTOPUHTA C UCIIOJIb30BAHMEM YCTPOICTBA PETUCTPaLUA
3MUCCUU CBeeHMs], IIpefyCMOTPeHHbIe IIyHKTOM 3 nipuiaokeHus N 3 K HacTosuemMy [lonoxkeHuio.

[Tpu MapKupOBKe yIaKOBOK JIEKAPCTBEHHBIX ITpernapaToB CpeAcTBaMU UAeHTUDUKALMM Ha TAMOXEHHOM
CKJIaJie B COOTBETCTBMM C a63alieM BTOPbIM ITyHKTA 4 HacTosiero [TomoskeHnst cyobeKT o6palieHnst
JIeKapCTBEHHBIX CPeNICTB, SABISIOLIMIICA fepKaTeeM WIM BaaJe/blieM PerMCTPaLyiOHHOTO Y4, 0CTOBepeHus,
WJIU TIPeNCTaBUTeNbCTBO MHOCTPAHHOM OpraHmMsauumu Ha Tepputopun Poceuiickoi @enepanun,
SIBJIIOLeICS iepyKaTeeM UM BiiafesblieM perMCcTPalyiOHHOrO YIOCTOBepeHus, 4,0 IIpeCTaB/IeHNns
CBeIeHU, MpelyCMOTPEHHBIX a63a1ieM IMepBbIM HACTOSIIEro MyHKTa, TPeACTaBISIIOT B CUCTEMY
MOHUTOPUHTA CBeeHMs, IIpeayCMOTpeHHbIe ITyHKTOM 3(1) mpunoxkenus N 3 K HacTosmeMy I10105)keHn10.

37. IIpu BBO3e JIeKapCTBEHHbIX MperapaTos B Poccuiickyro @enepaiinio JOIMyCKAETCS NpeCcTaBIeHue
CBeIEeHMI B CUCTEMY MOHUTOPVHTA CYObeKTOM OOpalleHs JTeKapCTBEHHbIX CPECTB, OCYLIECTBISIONM
OTTPY3KY JIEKapCTBEHHBIX ITpenapatoB B Poccuiickyio @enepaniio (gajiee - IpsIMOi MOPSIA0K
TpencTaBlIeHys CBeAeHnI IPU BBO3€ JIeKapCTBEHHBIX IpenapaToB B Poccuiickyo @enepannio), nimn
CyObeKTOM 00pallleHNsI JIeKapCTBEHHBIX CPEACTB, OCYIIEeCTBIISIIOIIMM BBO3 JIeKaPCTBEHHBIX MTPEIapaToB B
Poccuiickyio ®enepaiiyio (Iajiee - 06paTHbIN MOPSIOK MPeACcTaBieHs CBeAeHN i TTPU BBO3e
JIeKapCTBEHHBIX IperapaToB B Poccuiickyio @epepalinio), 3a UCKIOYEHMEM CJIy4Yasi MApKMPOBKU YIIaKOBOK
JIeKapCTBEHHBIX TMTpernapaToB CpeacTBaMy uaeHTUdMUKAIMM Ha TaMOXXEeHHOM CKJIazie B COOTBETCTBUM C
ab3aileM BTOPBIM MyHKTa 4 HacTosiero [TosoxkeHus.

PemieHne o BbIOOpE MPSIMOTO TMOPSIIKA MTpeICTaBIeHNS CBeIeHIi IIPY BBO3e JIeKapCTBEHHBIX ITperapaToB B
Poccuiickyto ®enepanyio 1mb60 06paTHOTO MOPSIAKA IMPeICTaBIeHMs CBeIeHNI IIPU BBO3€ JIeKapCTBEHHbIX
npenapartoB B Poccuiickyio ®emepaliyio MpuHMMAETCS CyObeKTaMy 00pallieHus IeKapCTBEeHHbBIX CPeCTB,
MPeACTaB/ISIONIMMY TaK/e CBeIEeHMS, CAMOCTOSITE/IbHO.

B ciryuae BpIOOpa IPSIMOTO MOPSIAKA IIPeACTaBIeHMs CBeIeHNIT IIpU BBO3€ JIeKapCTBEHHBIX ITPerapaToB B
Poccuiickyio ®emepanyio cyobeKT oopaleHns IeKapCTBEHHBIX CPEJICTB, SIBJISIIOIINIACS HepskaTesieM UIn
BJIaJle/IblIeEM PETUCTPALIMOHHOTO YI0CTOBEepeHMs, U MPeACTaBUTeIbCTBO MHOCTPAHHOM OpraHmM3alun Ha



Tepputopun Poccuiickoit @enepanuy, ABISOLLENCS JepyKaTeseM UK BlaJeblieM PerucTpaliOHHOro
yIIOCTOBEpeHNS, B TeueHMe 45 pabounx JHe ¢ 1aThl OTTPY3KM JIeKAPCTBEHHBIX MpernapaToB B Poccuiickyio
denepalnio A0 OCTaBKY JIeKapCTBEHHBIX MIPEapaToB B MECTO MPUOBITUSI HA TeppuUTOpuUM Poccuitckoin
®depepauyinu U nipeACTaBJIeHUs CBeLeHMI O JaJbHeNIINX olepanysixX C TAKMMMU JIEKapCTBEHHBIMU
rperiapaTamy IpefCTaB/sIOT B CUCTEMY MOHUTOPUHTIA CBeleHUs], [IpelyCMOTPeHHbIe [TYHKTOM 4
npunoxenus N 3 K HactosieMy [TosnosxkeHnto.

[Ipu 3TOM cy6beKT 0OpaleHNs JeKapCTBEHHbIX CPeJICTB, OCYIeCTBSION I BBO3 JIeKAPCTBEHHBIX
npernapatoB B Poccuiickyto @enepaliiyio, B TeueHue 5 paboumx JHei ¢ JaThl JOCTABKM JIeKapCTBEHHBIX
MperapaToB B MeCTO MPUObITUS Ha TeppuTopun Poccuiickoit @emepariuy 1 perucTpauym B CUCTEME
MOHMUTOPMHTA CBeIeHMII 00 OTTPy3Ke JIeKapCTBEHHBIX IMpernapaToB B Poccuiickyio @enmepanyio 10
IIpefiCTaB/lIeHNs CBeeHU O Aa/bHeiIINX ollepauysax ¢ TaKMMU JleKapCTBeHHbIMU IIperapaTamMu
MOATBEPKaeT LOCTOBEPHOCTDb CBeLeHW, COLepPsKalIUXCs B CUCTEMe MOHUTOPUHTA, ITyTeM IIpe CTaBIeHUs
CBeLleHU B CUCTEMY MOHUTOPUHIA, IIPeyCMOTPEHHbIX ITYyHKTOM 7 nipuiaokeHus N 3 K HacTos1eMy
[TosiokeHMI0.

B ciyyae BbiGOpa 06paTHOTrO MOPSIAKA ITpeACTaBIeHMs CBeIeHNIi TTPU BBO3e JIeKapCTBEHHBIX MTPerapaToB B
Poccuiickyio ®enepanyio cyoObeKT 00palleHysl TeKapCTBEHHbBIX CPeICTB, OCYIIeCTB/ISION I BBO3
JeKapCTBeHHBIX MpernapaToB B Poccuiickyio @enepaiunio, B TeueHNe 5 paboumx AHel ¢ JaThl JOCTAaBKU
JIeKapCTBeHHBIX IIperapaToB B MeCTo MpUOBITHS Ha TeppuTopun Poccuiickoit @enepaiinm uiam 1aTbl
3aBeplIeHNs arperMpoBaHus (B cjydyae OCYyIeCTBIeHMS arperupoBaHyis JieKapCTBEeHHBIX IIperapaToB
IOC/Ie UX IOCTAaBKM B MECTO MPUOBbITUS Ha TeppuTopun Poccuiickoit @enepaiiun) 10 TPeACTaBIEHNUS
CBeJleHNi 0 IPUHATUN pellleH)s] TaMOKeHHbIMM OpraHaMy O BbIITyCKe JIeKapCTBEeHHBIX ITpernapaToB IJIst
BHYTpPeHHero NnoTpebeHus MpeCTaBIseT B CUCTeMy MOHUTOPUHTA CBeJleHUsl, IPeAyCMOTPeHHbIe
MyHKTOM 5 npunokeHus N 3 kK HacTosiemy [TonoskeHuto.

[Tpu 3TOM CyOBEKT OOpaleHNs TeKapCTBEHHBIX CPEICTB, SIBJISIONINIACS JepskaTe/ieM WiIN BiafenblieM
PEruCTPaLMOHHOIO YAOCTOBEPEHMS, MU MIPEICTABUTEbCTBO MHOCTPAHHOV OpraHmu3alyy Ha TEpPUTOPUNA
Poccuiickoit @enepatiyiu, IBISIONIENCS AepskaTeeM WM BIaiebllieM PerucTpaiMoOHHOTO YA0CTOBEepEHMS,
B TeueHMe 5 pabouux IHe ¢ JaThl perMcTpalu B CUCTEMe MOHUTOPYHTA CBEAeHMI1 O BBO3€e
JIeKapCTBEHHBIX IpernapaToB B Poccuiickyio @enepauuio 0 MpeacTaBIeHUs CBeLeHNI O JaIbHeN X
orepaunusax ¢ TaKMMM JieKapCTBEHHbIMM MpeliapaTaMi OATBEPXKAAI0T JOCTOBEPHOCTh CBeIeHMIA,
copepsKaluxcs B CUCTeMe MOHUTOPUHTA, ITyTeM MpeACcTaBIeHNs] CBeIeHI1 B CUCTeMy MOHUTOPUHTA,
MpenyCMOTPEHHBIX IIYHKTOM 7 npunoxkeHus N 3 K HacTosieMy [lookeHnto.

o 1 utonst 2021 r. moaTBepXKAeHUE TOCTOBEPHOCTU CBEIeHU, IPeCTaB/IIeMbIX B CUCTEeMY MOHUTOPUHTA
TIpU BBO3€ JIEKaPCTBEHHbIX ITpernapaToB B Poccuiickyio @emepalinio, BIipaBe OCYIIECTB/ISITh CYyOBEKT
obpaleHus JeKapCTBEHHbBIX CPEACTB, SIBJISIONIMUIACS JepiKaTeIeM UM BilafeIblieM PEruCcTPaiOHHOTO
YAOCTOBEPEHMS, UM MIPEACTaBUTEIbCTBOM MHOCTPAHHOV OpraHu3auyuy Ha Tepputopum Poccuiickoi
Qenepanyu, ABISIOIIENCS epsKaTeleM UK BIaLelblleM PerMcTpalMOHHOr0 YO0CTOBEPEHUS, B
COOTBETCTBMM C ab3alleM IeCThIM HACTOSIIET0 ITyYHKTA MJIX OIIepaTop CUCTEMbI MOHUTOPUHTA MTyTEM
MIPOBEPKM HAIMYMS B CMCTEME MOHUTOPMHIA 3aPEerMCTPUPOBAHHOTO MAeHTUDUKATOpPA CYyObEeKTa
oOpaleHus JeKapCTBEHHbBIX CPEACTB, SIBJISIONIETOCS AepsKaTeaeM VI BaagelblieM PerncTpalyioHHOIO
YIOCTOBEpEeHUs, WK IpeaCTaBUTEIbCTBA UHOCTPAHHOM OpraHu3anuu Ha Tepputopuu Poccuiickon
denepanyy, ABASIONIENCS JepKaTeleM WM BAaeblieM PeruCcTPallMOHHOTO YAOCTOBEPEHMS, & TAKKE
3aperMcTPMpPOBAHHOTO KOJIa MAeHTUGUKAIIMM MM KOA UAeHTUDUKALM TPETUIHONM (TPAHCIIOPTHO!)
YIIAaKOBKM JIEKapCTBEHHOTO Iperapara, B KOTOPOJ HaxXOAUTCS 9TOT JIeKapCTBEHHBIN Ipernapar (B cjiydyae
rnepenavyy TPETUYHOM (TPAHCIIOPTHO) YIIAKOBKY JIEKAPCTBEHHOTO Mperapara 1ejamnkom). [1o pesyibraTam
TaKOJi ITPOBEPKM OIepaTop CUCTEMbI MOHUTOPMHTA C MCIOJb30BaHMeM (PYHKIMOHAIA CYCTEMBbI
MOHMUTOPMHTA OTIIPABJISIET CYyOBEKTY OOpaleHus J1eKapCTBEHHbIX CPEJICTB, paHee OCYIIeCTBUBIIEMY
NpencTaBieHye B CUCTEMY MOHUTOPUHTIA CBeAeHN O IIpeAbIayIleil onepanyn C T1eKapCTBEeHHbIM
rpernaparoM, yBeJoMJIeHMe O MpeICTaBIeHUN CBeIeHNIi B COOTBETCTBUM C a63al[eM IISIThIM HaCTOSIIEro
ITYHKTA C YKa3aHueM CBeJeHU, TIPOBEPEHHBIX ONePaTOPOM CUCTEMbl MOHUTOPMHTA.

HpI/I MapKMPOBKeE YIIaKOBOK JIEKAPDCTBEHHBIX IMPEIIAPATOB CpeaCTBaMM I/I,ELEHTI/Id)I/IKaL[I/II/I Ha TaMO>X€HHOM



CKJIaJie B COOTBETCTBMM C ab3alieM BTOPbIM MTyHKTa 4 HacTosero [TonoskeHnst cyobeKT obpalieHnst
JIeKapCTBEHHBIX CPeLCTB, ABIAIIIUICS AepsKkaTelleM WU BlafelblieM PerMcTpalfOHHOIO YA0CTOBepeHus,
WJIN TIpeCTaBUTENbCTBO MHOCTPAHHOM OpraHu3anuy Ha Tepputopun Poccuiickoit @enepanumu,
SIBJISIIOIILENACST lepskaTesieM MM BJlaJle/iblieM PerucTpalMOHHOIO YA0CTOBepeHMs, B TeueHue 5 pabounx
IHel C 1aThl 3aBeplIeHys] MapKMPOBKY YIIAaKOBOK JIEKAPCTBEHHbIX IIperapaToB CpelCTBaMMU
MIeHTU(PUKALINMYM Ha TAMOXKEHHOM CKJIaJie N0 MpeACcTaBleHNs CBeAeHUI O AaTbHeNIINX onlepanysx C
TaKMMU JIeKapCTBEHHBbIMU IIperapaTaMy IpeACTaB/Isgi0T B CUCTeMy MOHUTOPUHTA CBeleHus,
NpenycMOTpeHHbIe IIYHKTOM 4 nipuiokeHus N 3 K HacTosemMy [lookeHnIo.

[Tpu 3TOM CyOBEKT OOpaleHs JeKapCTBEHHbIX CPeJICTB, OCYIeCTBUBIINI BBO3 JIEKaPCTBEHHBIX
npenapaTtoB B Poccuiickyio ®enepaiiyio, B TeueHue 5 pabounx AHel ¢ JaThl perucTpauyum B CUCTeEMeE
MOHUTOPMHTIA CBeIeHMI, TpeayCMOTPEHHbIX ab3a1ieM BOCbMbIM HaCTOSIIIEr0 MyHKTA, 0 MpeCcTaBlIeHus
CBeJleHMIi 0 JaJIbHeMIINX OllepalysxX C TAaKMMM JIeKapCTBEHHbIMU IIperiapaTaMmu IOATBe PXKIaeT
IOCTOBEPHOCTD CBeLleHI, COLepyKalluXCs B CUCTeMe MOHUTOPUHTA, IIyTeM IIpeCTaB/IeH s CBeJeHWil B
CUCTeMY MOHUTOPUHIA, NPeLyCMOTPEHHBIX ITYHKTOM 7 npuinoxkeHus N 3 K Hacrosiemy [TonoxkeHuto.

o 1 nrons 2021 r. mpu MapKMpOBKe YIIaKOBOK JIeKapCTBEHHBIX MTperapaToB CpeiCTBaMy UaAeHTUdMKALUA
Ha TaMO>XeHHOM CKJIaJie B COOTBETCTBMM C ab3aljeM BTOPbIM ITyHKTa 4 HacTosiuiero [lonoskeHus
MpeJicTaBeHM e B CCTEMY MOHMUTOPUHTA CBeIeHUIt B COOTBETCTBUM C ab3alieM BOCbMbIM HaCTOSIIETO
ITyHKTa BIIpaBe OCYIIECTBIISITh CYOBEKT 0OpaleHNsI JieKapCTBEHHBIX CPeJICTB, OCYIeCTBUBILNIT BBO3
JIeKapCTBEHHLIX TperapaToB B Poccuiickyio @enepaiinio, U NOATBEPKIEHME UX TOCTOBEPHOCTHU BIIpaBe
OCYIIECTBJISATh OTIePaTOP CUCTEMbI MOHUTOPUHTA ITyTEM IMPOBEPKYM HAINUNS B CUCTEME MOHUTOPUHTA
3aperucTpMpoBaHHOrO UaeHTUdMKaTOpa CyObeKkTa 0bpallleHNs TeKapCTBEHHbBIX CPeJCTB, SIBISIONerocs
JIepykaTeseM UaN BiaagesbleM PerMcTPalMOHHOIO YO0CTOBEPEHM S, UM IIPeACTaBUTENbCTBA MHOCTPAHHOM
opraHmsanum Ha Tepputopum Poccuiickoit @enepaiiniu, IBISOIIENCS gepkaTe/ieM Ui BageabliemM
permcTpalMoHHOTO YAOCTOBEPEHMS, a TAKKe 3aperMCcTPMPOBAHHOTO KOIA UAEHTUGUKALIMN WIN KOJa
UIeHTUGUKALMY TPETUIHON (TPAHCIIOPTHO) YIIAKOBKM JIEKAPCTBEHHOTO ITpernapara, B KOTOPOit
HaXOOUTCS 3TOT JIEKapCTBEHHBI Mpenapar (B cjiydyae rnepefauy TpeTUUHOM (TPAHCIIOPTHOM) YITaKOBKMU
JIeKapCTBEHHOTO Tperapara 1eankom). I1o pesynibraTram Takoi IMTPOBEPKU OIEPATOP CUCTEMBbI
MOHUTOPMHTIA C UCIOJb30BaHMeM (QYHKIIMOHAIA CUCTEMbI MOHUTOPYHIA OTIIPABJISIET CYObEKTY
oOpaliieHus JeKapCTBEHHbIX CPeICTB, paHee OCYIeCTBUBILEMY IIpeJiCTaBeH e B CUCTEMY MOHMUTOPUHTA
CBeLleHMI O TIpebIayIleil onepaLyy C JeKapCTBEeHHbIM IIpernapaTom, yBegoMJIeHMe O IIpefCcTaBJIeHUN
CBeJeHMI C yKa3aHMeM CBeIeHU 1, IPOBEePEHHBIX ONepaTOPOM CUCTEMbI MOHUTOPUHTA.

[TonoskeHust ab3alieB CeIbMOTO U JeCSITOT0 HAaCTOSIIIero MyHKTa He PaciipoCTPaHSIOTCS Ha JleKapCTBeHHbIe
Tpernaparhl, MpegHasHaueHHbIe [IJIs1 06ecrieueHust JIUIl, 60IbHbIX reModumeii, MyKOBUCIIMA030M,
runogu3apHbIM HAaHM3MOM, 60J1e3HbI0 ['o1lle, 3/7T0KaYeCTBEHHBIMM HOBOOOPAa30BaHUSIMM JIMMGbOUTHOI,
KPOBETBOPHOM M POJACTBEHHBIX MM TKaHE, paCCesTHHbIM CKJI€PO30M, T€MOJUTUKO-YPEMUUECKUM
CUMHIPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM HauyajioM, MyKomoancaxapugosom I, II u VI tunos,
aryIacTUYecKoi aHeMueli HeyTOUHEeHHOM, Hac/ieICTBeHHbIM neduuyutom pakropos II (pubpuHorena), VII
(mabunbHoro), X (CtroapTa - IIpayapa), Jiuil 1ocJie TpaHCIUIAaHTAIMY OPTaHOB U (MJIN) TKaHEIA.

[Ipu coBepleHUM TaMOXXEHHBIX OIlepaluii IIpyU TaMOKEeHHOM JeKIapupOBaHUM U TTIOMeIeHUN
JIeKapCTBEHHBIX ITperapaToB 10 TAMOKEHHYIO IPOIIeIy Py BhIITYCKa JIJIT BHYTPEHHETO IMOTPebIeHMUS
TaMOYK€HHBII OpraH:

3arpaluinMBaeT B CUCTeMe MOHUTOPMHTA CBeleHNS O KoAe AeHTU(PUKALUYM WU Kofe UAeHTUDUKALUN
TPETUYHOI (TPaHCIIOPTHOI) YIIAKOBKM JIEKAPCTBEHHOI'O IIpernapara, B KOTOPO HaXOAUTCS TaKo
JIeKapCTBEHHbIV IIperapar (B cJiyyae BBO3a TPETUUHOM (TPAHCIIOPTHOM) YIIaKOBKM JIeKapCTBEHHOTO
Trperiapara LieJIMKOM), IJIS1 OCYILLLeCTBIEHMS CBEPKY C JaHHBbIMM, YKa3aHHbIMM B TAMOKEHHOI JleK1apaunumn
Ha JIeKapCTBEeHHBII [Ipenapar;

1o 1 despasns 2021 r. B cyiydae HermocTyrieHus: B ENMHYI0 aBTOMaTU3MPOBAHHYIO CUCTEMY TaMOKeHHbIX
OpraHOB 3ampalxBaeMbIX B CUCTEMe MOHUTOPMHTA CBeAeHMI 0 KoJie MAeHTUhUKALUY UK KoZe
UaeHTUGUKAIMY TPETUYHO (TPAHCIIOPTHOI) YIIAaKOBKY JIEKAPCTBEHHOTO Ipernapara, B KOTOpOoii



HaXOJMUTCSI TaKO¥ JIeKapCTBEHHBIN Mpernapart (B cJiydae BBO3a TPETUUHO (TPAaHCIIOPTHOI) YIIaKOBKY
JIeKapCTBEHHOTO Iperapara 1eJIMKOM), B TeueHMe 2 4acoB pabouero BpeMeHu TaMOKEeHHOTO OpraHa ¢
MOMEHTA HaIlpaBJIeHMsI COOTBETCTBYIOIIETO 3aIIpoca, CBepKa C JaHHbIMM, YKa3aHHBIMM B TAMOXKeHHOIA
IeKIapalnyy Ha JIeKapCTBEHHBIN ITpernapar, He Tpou3BOAUTCS. [Ipy 3TOM OTCYTCTBME TaKO¥ CBEPKM He
SIBJISIETCS TIPETISITCTBMEM [IJISI BBIITYCKA AJ1s1 BHYTPEHHEro MOoTpe6ieHMs IeKapCTBEeHHBIX MTpeIapaTos;

repefaeTr B CUCTEMY MOHUTOPMHTA TAaHHBIE O BBIITYCKE [IJIT BHYTPEHHETO MOTPe6IeHMSs IeKapCTBEHHbBIX
rpernaparos.

[Tpy BHeCEHUM M3MEHEeHMIi B CBeJleHMs], yKa3aHHbIe B TAMOKEHHOJ IeK/Iapalyy Ha JIeKapCTBEHHbIA
npernapar, B TeueHue 5 pabounx gHelt rocae BHeCeHMS U3MeHeHM i B TaMOXKeHHYIO IeKIapaluio Ha
JIeKapCTBEeHHbIN MperapaT TaMOXXeHHbI OpraH repefaeTt B CUCTEMY MOHUTOPUHTA CKOPPEKTUPOBAHHbIE
IaHHbIE O JIeKapCTBEHHOM ITpernapare.

[Tpu riepemave mpaB COGCTBEHHOCTY B 30HE TAMOXXEHHOT'O KOHTPOJISI Ha JIEKapCTBEHHbIE TTpernaparhl,
TTOMeIlleHHbIEe TT0]] TAMOKEHHYIO MPOIeIyPYy TAMOKEHHOTO CKJIajia, CyObeKT 0OpaleHNs JIeKapCTBEeHHBIX
CpenCTB, OCYIIEeCTBIISIIONI NI BBO3 JIeKaPCTBEHHBIX ITpernapaToB B Poccuiickyo ®enepaiinio, B TeueHue 5
pabounx nHel ¢ 1aThl 0OpMIIeHNMS COOTBETCTBYIOIINX JOKYMEHTOB O Tlepeiayue rpaBa cCOGCTBEHHOCTY Ha
JIeKapCTBEHHbIE TIperapaTsl 40 NpeacTaBAeHMs CBeJeHNIi O AaJbHEMIINX OnepalysX ¢ JIeKapCTBEHHbIMU
rperapaTamy NpeAcTaBisieT B CUCTEMY MOHUTOPUHTA CBeeHMs, TPelyCMOTPEeHHbIe ITYHKTOM 6
nmpmwioxenusi N 3 K HacTosemMy [1o105KkeHuIo.

[Tpu 5TOM CyOBEKT OOpaleHNs TeKapCTBEHHBIX CPEICTB, KOTOPOMY OCYIIEeCTB/IeHA epeava Ipas
cOOGCTBEHHOCTHM Ha JIeKapCTBEHHBbII ITpernapar, ITOMeIleHHbIN 10T TAMOKEHHYIO IMPOoLieAyPy TaMOKeHHOTO
CKJIa/ia, B TeueHue 5 paboumx aHel ¢ JaThl 0OPMJIEHMS] COOTBETCTBYIOIMX JOKYMEHTOB O Tiepefave mpasa
COOCTBEHHOCTHM Ha JIeKapCTBEHHbIN Mpernapar M perucTpauuy B CMCcTeMe MOHUTOPUHTA CBeIeHUI O
repelaHHbIX JJeKaPCTBEHHBIX MTperapaTax 10 IpeCcTaBAeHNs CBeIeHNIi O TaIbHEMIINUX OIepaIusix ¢
JIeKapCTBEHHBIMM IIperapaTaMy IOATBEPKIAeT TOCTOBEPHOCTh CBeIEHMI, COIePsKAIIMXCS B CUCTEME
MOHMTOPMHTIA, O IPMHMMAaEeMbIX JIEKapCTBEHHBIX IIperiapaTax IyTeM IpeACcTaBIeHus CBeIeHN B CUCTEMY
MOHMUTOPMHTA, TPeayCMOTPEHHBIX IMyHKTOM 7 nipwioxkeHust N 3 K HacTosiieMy [Toy1okeHMIO.

[Ipu nepemelieHMM JIeKapCTBEHHBIX ITPENapaToB MeXIy 30HaMM TaMOXXe€HHOTO KOHTPOJIS,
OCYILIeCTBJISIEMOM I10C/Ie TIPUOBITHS JIeKaPCTBEHHBIX TTperapaToB B MECTO IOCTAaBKM, OIpeie/ieHHOe
CyO'beKTOM 0OpaleHust JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIMM BBO3 JIEKAPCTBEHHBIX IIPEIapaToB B
Poccuiickyto @epmepaiiyio, B MEXIYHAPOIHBIX TOBAPHO-TPAHCIIOPTHBIX JOKYMEHTaX, CyObeKT 0OpalieHust
JIeKapCTBEHHBIX CPENICTB, OCYIEeCTBIISIONIMI BBO3 JIEKAPCTBEHHBIX ITpenapaToB B Poccuiickyro depepannio,
MU CyO'beKT oOpallleHu s IeKapCTBEeHHbIX CPefCTB, KOTOPOMY OCYIIleCTB/IeHa Ilepeiayva rnpas
CcOOCTBEHHOCTHM Ha JIeKapCTBEHHbII ITperapar, MoMeIleHHbIN M0l TAMOKEeHHYIO IMPOoLieAypy TaMOKeHHOTO
CKJIa/ia, B TeUeHue 5 paboumx AHe ¢ JaThl TAKOTO MepeMenieHus 10 IpeICTaBIeHUs CBeIeHI O
JaJIbHEIINX Olepanysx ¢ JIeKapCTBEHHBIM MpernapaToM MpeCcTaBsieT B CUCTEMY MOHUTOPUHTA
CBeleHMsI, MpeayCMOTpeHHbIe MyHKTOM 8 npuioxkeHust N 3 K HacTosiemy [TosioxkeHu10.

Cy6bexT obpaleHus TeKapCTBEHHbIX CPEJICTB, OCYIIECTBIISIONMIT BBO3 JIEKAPCTBEHHBIX ITPENapaToB B
Poccuiickyto @epmepanyio, win cyobekT o6palleH s JeKapCTBeHHBIX CPeSiCTB, KOTOPOMY OCYIeCTBJIeHa
nepezayva MpaB COOCTBEHHOCTY Ha JieKapCTBEHHbIe ITperapaThl, oMellle HHbIe I10]] TaMOXXeHHYI0
MpoLleAYPY TAMOXKEHHOTO CKJIa/ia, B TeueHue 5 paboumnx AHel ¢ JaThl pelleHMs O BhIITYCKe JieKapCTBEHHBIX
TIperaparoB /JisT BHYTPEHHETO MOTPe6eHNSI, IPUHSATOTO TAMOXXEHHBIMM OpraHaMu, IO Mpe/ICTaBIeHNS
CBeIEHMI O MaJbHEMIINX OMepanysix ¢ JIeKapCTBEHHbBIMMU MperapaTaMiu MPeCTaBIsSIeT B CUCTEMY
MOHUTOPMHTIA CBeJIeHMsI, IpeyCMOTpeHHble TYHKTOM 9 mpuioxkeHus: N 3 K HacTosieMy [TonoxkeHuIo.

[Ipu nepemMeneHMM JIeKaPCTBEHHBIX MTPEMAapaToB 13 30HbI TAMOXKEHHOTO KOHTPOJISI CyOhEKT 00paleHust
JIeKapCTBeHHBIX CPeJCTB, OCYIIeCTBISIOLINI BBO3 JIeKapCTBEHHBIX MTpernapaTtoB B Poccuiickyio ®enepaiiyio,
WU CyO'beKT oOpalieHusl TeKapCTBEHHbIX CPeJICTB, KOTOPOMY OCYIlleCTB/IeHa Iepeaya rpas
COOCTBEHHOCTM Ha JIeKaPCTBEHHbIE MTperapaThl, TOMeIlleHHbIe 0]l TAMOKEHHYIO MPOoIeaypPy TaMOXKXEeHHOTO
CKJIaJa, B TeueHue 5 pabounx IHe ¢ JaThl TPUEMKY JeKapCTBEeHHbIX MpernapaToB Ha (hapManeBTUIecKuit
CKJIaJL U 3aBeplIeHNMs TaMOKeHHOI Mpolieqyphl BbIITyCKa TOBapa /1Sl BHYTPEeHHero MoTpeo6ieHust (U C



IAThl pelieHus O BbIITyCKe JIeKapCTBEHHBIX MTperapaToB Jjisi BHYTPEHHET0 MoTpe6yieHus], TPUHSITOTrO
TaMOKeHHBbIMM OpraHamM, IIpy IpUMeHeHUM IIPOoLeAypbl YCIOBHOTO BbINTYCKAa TOBAPOB) L0 IpeLCTaBlIeHU
CBeLleHM M O JajbHeNIINX Olepauusx ¢ JIeKapCTBEHHBIMMU IIpernapaTaMy [IpeiCTaB/sIeT B CUCTEMY
MOHUTOPUHTA CBeeHMs, IIpenycMoTpeHHble yHKTOM 10 npmioxkeHus N 3 kK HacTosuemy I[lonoxeHuno.

37(1). Ilpu ocy1iecTBaeHMM BBOJIa B IPAKIAHCKIIA 060POT JIeKapCTBEHHBIX ITPErapaToB, BBE3EHHBIX B
Poccniickyro ®@enepanyio (3a UCKIOUYEHMEM JIEKAPCTBEHHBIX IIperapaToB, BBO3UMBIX C TEPPUTOPUN
rocynapcTB - wieHOB EBpa3uiickoro SKOHOMMYECKOTO CO103a), CYObeKT 00palleHusl JieKapCTBEHHBIX
CPeCTB, OCYILEeCTBIISION M1 BBO3 JIEKAPCTBEHHBIX MTperapaToB B Poccuiickyio ®enepaiinio, B TedueHue 5
pabounx IHel ¢ JaThl IPUEMKM JTeKapCTBEHHBIX ITperapaToB Ha (papMalleBTUUeCKIUIi CKIaI U
npefcTaBiaeHust B DefepaibHyI0 CJTysKOY 10 Hai30py B cdepe 31 paBoOXpaHeHMs IOKYMEHTOB U CBeJIeHNIA,
MpeayCMOTPEHHBIX YacThio 2 craTby 52.1 @enepanbHoro 3akoHa "O6 obpaleHny JieKapCTBEeHHBIX
CpPeACTB", 0 JIeKapCTBEHHBIX ITperapaTax, BBOAMMbBIX B TPaskAAHCKMIT 000POT, WM TIOJTyUeHUS pa3penieHus,
MpeIyCMOTPEHHOTO YacThIo 7 cTaTby 52.1 ®enmepanbHOro 3akoHa "O6 oOpaleHuy JIeKapCTBEHHbBIX
cpenctB” (B caydae BBo3a B Poccuiickyio demepaninio MMMYHOOMOIOTUMYECKIX JIeEKAPCTBEHHbBIX
TperapaTos), 40 NpenCcTaBJIeHus CBeAeHNI O JalbHeNIInX onepauusix ¢ TaKMMU JIeKapCTBEHHbIMU
rperiapaTamy NpeacTaBiseT B CUCTEMY MOHUTOPUHTA CBeAeHMSs, TPelyCMOTPEeHHbIe ITYHKTOM 13
npuioxenusi N 3 Kk HacTosemMy [1omokeHunIo.

38. IIpu BBO3e JIeKapCTBEHHBIX ITpenapaToB B Poccuiickyo @enepanyio U3 rocygapcTB - WIEHOB
EBpa3uniickoro 5KOHOMMYECKOTO COI03a AOITyCKAETCs IpefCcTaB/leHe CBeleH ! B CUCTeMY MOHUTOPUHTIa
CyObeKTOM 00pallleHNsT JIEKAPCTBEHHBIX CPEICTB, OCYIIECTBIISIIOIIMM OTI'PY3KY JIEKAPCTBEHHBIX
rmpenapaToB B Poccuiickyo Pemepanyio (manee - MpsIMON NOPSIAOK MpeacTaBaeHNUs CBeAeHM Il IIPY BBO3e
JIeKapCTBEHHBIX IperapaToB B Poccuiickyio @emepaunio 13 rocygapCcTs - WieHOB EBpasniickoro
9KOHOMMUECKOTO COI03a), U CyObeKTOM 0bpalie HMSI IeKapCTBEHHbBIX CPEJICTB, OCYIECTBIISIONUM
MpueMKy Ha dhapmalieBTMUeCKUii CKIaz, JiekapCTBeHHBIX ITperapaToB Ha TeppuTopun Poccuiickoii
denepanuu (nanee - 06paTHbIN MOPSAOK ITpeACTaBlIeHs CBeeHMIi TIpU BBO3e JIeKapCTBEeHHBIX
npernapaTtoB B Poccuiickyro @enepaunio n3 rocygapCTs - WieHOB EBpasniicKoro 3KOHOMMYECKOro CO103a).

PernreHne o BbI6GOpE MPSIMOTO MOPSIAKA ITPeACTaBIeHMS CBeIeHNIT TTPY BBO3€ JIEKAPCTBEHHBIX ITPEIapaToB B
Poccuiickyio ®enepaliiyio 13 rocygapcTs - wieHOB EBpasuiickoro SKOHOMMYECKOT0 CO103a Jinbo 06paTHOTO
MopsIIKa IpeCcTaBlIeHMs CBeIeHMIT TIPpM BBO3€e JIeKapCTBEHHbIX ITpernapaToB B Poccuiickyio @enmepannio u3
rOCyZapCTB - WieHOB EBpa3nuiickoro SKOHOMMYECKOTO COI03a MPUHMUMAETCSI CyObeKTaMu 06paleHnst
JIeKapCTBEHHBIX CPEICTB, IIPEICTABISIONIVIMM TaKue CBeIeHMs], CAMOCTOSITETbHO.

B ciyyae BbIGOpa MPSIMOTO MOPSIAKA MPeICTaBIeHNsT CBeA,eHMII PV BBO3€ JIeKapCTBEHHBIX MPernapaToB B
Poccuiickyio ®enepaiiyio 13 rocygapCcTs - WieHOB EBpa3uiickoro 3KOHOMUYECKOT0 CO103a CyObeKT
oOpalieHus JeKapCTBEHHbIX CPeICTB, SIBISIOUIMIICS AepiKaTeleM UM Baaie/iblieM permcTpalioHHOTO
YAOCTOBEPEHMSI, UV ITPENCTABUTENbCTBO MHOCTPAHHOM OpraHM3aluu Ha Tepputopun Poccuiickori
denepaiuy, IBISIONIENCS AepXKaTeleM WK BilaJe/iblieM PerMCcTPaliOHHOTO yIOCTOBEpPEeHMS, B TeUeHMe 5
pabounx JHe ¢ AaThl OTTPY3KM JIEKAPCTBEHHBIX ITpenapatoB B Poccuiickyio demepanyio 13 rocygapcrs -
yseHoB EBpa3miiCcKOro 5SKOHOMMUYECKOro COr3a A0 NpeACcTaBJIeHus CBeLeH O JaJlbHeNnX orepanusix C
TaKMMU JIeKapCTBEHHBbIMU TIperapaTamMy MpeACcTaB/IsiOT B CUCTeMY MOHUTOPUHTA CBeleHMS,
npenycMoTpeHHbie yHKTOM 11 nipusoskeHus N 3 K HacTosiiemy [onosxkeHnIo.

[Tpu 3TOM cy6bEKT 0OpalieHNs JeKapCTBEHHbIX CPeJICTB, OCYIIeCTBSIONI NI TPUEeMKY Ha
(dapmaieBTMUYECKUIT CKJIAT, JIeKapCTBEHHBIX MIperapaToB Ha Tepputopun Poccuiickoit ®enepaiium, B
TeueHMe 5 pabouux Hel ¢ JaThl MPUEMKHU JIeKapCTBEHHbIX ITperapaToB M perucTpaluum B cUucTeme
MOHUTOPMHTIA CBeJleHMIi 00 OTrpy3Ke JieKapCTBEHHBIX MpenapaToB B Poccuiickyio @epeparinio u3
rocynapcTB - u1eHOB EBpa3smiiCkoro 3KOHOMMYeCKOro Cor3a A0 IpeCcTaBleHs CBeleHUI O JaJlbHeMIInX
orepanysx ¢ TaKMMM JIeKapCTBEHHBIMY IIperiapaTaMy IIOATBepKaaeT JOCTOBEPHOCTh CBeleHWIA,
copepskaumxcs B CUCTeMe MOHUTOPUHTA, ITyTeM IIpeiCTaBIeHN s CBeIeHI1 B CUCTeMy MOHUTOPUHTA,
NpenyCMOTPEHHBIX IIYHKTOM 7 nipunoxeHus N 3 K HacToseMy [lookeHn1o.

B ciriyuae BpIGOpa 06paTHOTO MOPSIAKA MPeICTaBIeHNS CBeIeHMII TPV BBO3€ JIeKapCTBEHHBIX ITPeIapaToB B



Poccuiickyto @epmepaliyio 13 rocyapcTs - UieHOB EBpa3uiickoro 3KOHOMMUYECKOTro C0103a CyObeKkT
obpalleHus JIeKapCTBEHHBIX CPeJICTB, OCYLIECTBIISIONINIA TPUeMKY Ha dapMalieBTUUeCcKuii CKIas,
JIeKapCTBEHHBIX IIperapaToB Ha Tepputopun Poccuiickoit @enepaunmu npu BBo3e B PoCcuiickyro
depnepaluio 13 TOCYIapCTB - UIeHOB EBpa3miickoro 3KOHOMMYECKOTO 01034, B TeueHue 5 pabouux gHeilt ¢
JaThl IPMEeMKU JIeKapCTBEHHBIX [IperapaTos 10 [IpeACTaBIeHus CBeleHM O JalbHeNIuX onepanyusx ¢
TaKMMU JIeKapCTBEeHHBIMY IIperapaTaMy IIpefCcTaBiisieT B CUCTeMy MOHUTOPUHTA CBeleH N,
rpenycMoTpeHHble IyHKTOM 12 npuiokeHus N 3 K HacTosemy IlonoxeHuno.

[Tpu 53TOM CyOBEKT OOpaleHNsT JTIeKapCTBEHHBIX CPEICTB, IBJISIONINIACS JepskaTesieM WIN BlIafeablieM
pPErucTpalMOHHOIO YAOCTOBEPEHMS, UM MIPeICTaBUTEIbCTBO MHOCTPAHHOV OpraHmu3alyy Ha TeppUTOPUN
Poccuiickoi @enepanyy, IBISIONIENCS AepsKkaTeleM WIN BlAaesblieM PermcTpaiMoOHHOTO YA0CTOBEepEeHMS,
B TeueHMe 5 pabouux JHEN ¢ JAaThl perMCcTpalyuy B CUCTEME MOHUTOPYHTA CBEAEeHMII O IIpYeMKe Ha
(apmaiieBTMUECKMI1 CKJIa JIEKapCTBEHHBIX ITperapaToB Ha Tepputopun Poccuiickoit @emepauum g0
MpeCcTaB/JIeHsI CBedeHMI1 O JajlbHENMIIMX OepalusIxX ¢ TaKMMM JIeKapCTBEHHbIMU IIperapaTaMu
MOATBEPKAAIOT OCTOBEPHOCTD CBeJIEHUIA, COMePyKallIMXCSI B CMCTEMe MOHUTOPUHTA, TyTeM
Mpe/iCTaBlIeHNs] CBeJeHMI B CUCTeMYy MOHUTOPMHTA, TPeIlyCMOTPEHHBIX ITyHKTOM 7 mipuiiokeHus N 3 K
HacTosiemy [TososkeHM 0.

o 1 nions 2021 r. moaTBepXXAeHMEe TOCTOBEPHOCTH CBeleHUM, MpeACTaBIsIeMbIX B CUCTeMY MOHUTOPUHTA
TIpY BBO3e JIeKapCTBEHHbIX ITpernapaToB B Poccuiickyio @epepalinio U3 rocygapcTs - WwieHOB EBpa3uiickoro
9KOHOMMYECKOTO COI03a, BIIPaBe OCYIIECTB/ISITh CYyOBEKT 00 palieHMs JeKapCTBEHHbIX CPEICTB,
SIBJISTIOIIMIACS IepsKaTeieM WM Bilafe/iblieM PermMcTpalMOHHOTO YA0CTOBePEHMSI, U
MpeCcTaBUTE/IbCTBOM MHOCTPAHHOM OpraHM3aluu Ha Tepputopumn Poccuiickoi @emepanym, SIBIASIOMIENCS
nepskaTesieM WX Bilafie/iblleM PerUCTPaIMOHHOTO YIOCTOBEPEHMSI, B COOTBETCTBUM C a63a1ieM IIeCThIM
HaCTOSIIIEro IMyHKTa MUK OnepaTop CUCTeMbl MOHUTOPUHTA ITyTeM ITPOBEPKM HATUYUS B CUCTEME
MOHMTOPMHIA 3aPeruCTPUPOBAHHOIO UAeHTU(PIUKATOpa CyObeKTa 00pallle sl TIeKapCTBEHHBIX CPEJICTB,
SIBJISIIOIIETOCS lepykaTeseM MM BiiafesblleM PeruCcTpaliOHHOTO YIOCTOBEpeHSsI, MJIM TIpeACTaBUTEeIbCTBA
MHOCTPAHHOI opraHu3aium Ha Tepputopun Poccuiickoit @emepaiium, IBSIONLENCS JepykaTeleM UIn
BJIaJle/iblieM PEerUCTPalMIOHHOTO YIOCTOBEpeHNs, a TaKKe 3aperucTpUpPOBAHHOTO KOJa UaeHTUPUKAIUN
WM KOJIa AeHTUdUKALMK TPEeTUUHON (TPAaHCIIOPTHOI) YIIaKOBKM JIeKapCTBEHHOTO Mperapara, B KOTOpOoit
HaAXOJMUTCS 3TOT JIeKapCTBEHHBI Mpernapar (B cjaydae rnepegauy TPeTUUHOM (TPaHCIIOPTHOI) YITaKOBKHU
JIleKapCTBEHHOTrO Mperapara neankom). [1o pesynbTaTam Takoi IpoOBepKy OrepaTop CUCTEMBbI
MOHUTOPMHTA C UCIOAb30BaHMeM QYHKI[MOHAIA CUCTEMbl MOHUTOPYHTA OTIIPABJISIET CYObEKTY
obpaleHus JeKapCTBEHHbIX CPEACTB, paHee OCYLIeCTBUBILEMY IIpeICTaBIeH)e B CUCTEMY MOHMUTOPUHTA
CBeleHIi O TIpedbIayIleit orepalyy C JeKapCTBeHHbIM MpernapaToM, yBeaoM/IeHMe O TIpeiCTaBIeHUN
CBeIeHMI B COOTBETCTBUM C ab3a1leM IISIThIM HAaCTOSIIEro MyHKTA, C YKa3aHWEeM CBeJIeHMI, IIPOBEPEHHbIX
OIlepaToOpPoOM CUCTEMbI MOHUTOPUHTA.

[TonoskeHus ab3alia cebMOro HaCTOSIETO MyHKTa He paclpoCTPaHsSIIOTCS Ha leKapCTBeHHbIe Mpernaparhl,
rpeHa3HAUYEeHHbIE JIJISI 0OecrieuyeHus JInil, 60JbHBIX reMobuieit, MyKOBUCIMI030M, TUTIO(MU3apHbIM
HaHM3MOM, 60Jsie3HbIO ['Olle, 3/l0KaUeCTBEHHBIMY HOBOOOPa30BaHUSIMU TUMGBOUAHON, KDOBETBOPHOI U
POLCTBEHHBIX UM TKaHEe, paCCesIHHbIM CKI€pP030M, FeMOIUTUKO-YPEeMUUECKUM CUHIPOMOM, IOHOLIEeCKUM
apTPUTOM C CMCTEMHBIM HadyajaoM, MyKormoancaxapuaosom I, Il u VI Tunos, anmacTuueckoin aHemuen
HEYTOUHEHHO, Hac/leACTBeHHbIM Aeduuytom dhakropos II (pubpuHorena), VII (mabunbpHoro), X (Ctioapta
- IIpayapa), nL, mocie TpaHCIJIAHTALMM OPraHoB U (WIK) TKaHei.

38(1). Ilpu ocyiecTBaeHMM BBOJIA B TPAKAAHCKIIT 000POT JIeKapCTBEHHBIX ITPernapaToB, BBE3eHHbIX B
Poccuiickyto @epmepaliyio 13 rocyJapcTs - uieHOB EBpa3uiickoro 5KOHOMMUYECKOT'0 COl03a, CyObeKT
obpaleHus JeKapCTBEHHbIX CPeICTB, OCYIIECTB/ISIOMNIA IPMEeMKY Ha ¢hapMalieBTUIeCKIii CKa
JIeKapCTBEHHBIX ITpeIapaToB Ha Tepputopum Poccuiickoit @emgeparinm, B TeueHue 5 paboumx JHEN ¢ JaTh
MpeiCTaBIeHMS JOKYMEHTOB U CBeeHUit, TpeqyCMOTPEeHHbBIX YacThio 2 cTaTh 52.1 demepasbHOTO 3aKOHA
"06 obpaleHMM JIeKapCTBEHHbBIX CPEACTB", O IEKAPCTBEHHBIX MperapaTax, BBOJAMMBbIX B IPasKIaHCKUA
060porT, B PeepaibHyI0 CIYKOY 110 HaA30py B chepe 3apaBOOXpaHEHNS VIIM TTOTyYeHUST pa3pelneHusl,
MpeIyCMOTPEHHOI0 YacThio 7 ctaTby 52.1 ®enmepanbHOro 3akoHa "O6 ob6paleHuy JIeKapcTBEeHHBIX
cpencTB” (B cyuyae BBo3a B Poccuiickyio ®enepalnio MMMYHOOMOIOTUYECKUX JIeKaPCTBEHHbIX



IIpenaparToB), 10 MpeaCcTaBIeHUs CBeleHIi O Ja/JIbHENILNMX OoIlepalysIX C TAKMMMU JIeKapCTBEeHHbIMU
rpernapaTamu rpencTaBiseT B CUCTEMY MOHUTOPUHTA CBeeHUs, TIPeayCMOTPeHHbIe TYHKTOM 13
nmpmioxenusi N 3 Kk HacTosemMy [10105keHun0.

39. CBepmeHus, NpeicTaBJisseMble CyObeKTaMu oOpaleHus JeKapCTBeHHbIX CPeICTB B CUCTEMY
MOHUTOPUHTIA IIPU OCYILeCTBIEHUM OllepaLuii C TPETUYHOI (TPaHCIIOPTHON) YIIaKOBKO JIeKapCTBEHHOI'O
npernapara, IpuBeieHsbl B mpunoxkeHun N 5.

40. TTpu ocyIIeCcTBIEHNNM arperupoBaHus JeKapCTBEHHBIX ITPerapaToB, MMENIMX OAVH T100aTbHbIN
UIEeHTUPUKALMOHHBIV HOMEP TOPTOBO eAMHUIIbI, CyObeKT 0OpallieHus TeKapCTBeHHbIX CPefiCTB HAHOCUT
Ha TPeTUYHYIO (TPaHCIIOPTHYIO) YIIAKOBKY JIeKapCTBEHHOTrO Ipernapara Ko aeHTUGMUKALM TPe TUIHOM
(TpaHCITIOPTHOI) YIIAKOBKY JIEKAPCTBEHHOTO MperapaTa ¥ MpeACTaBiIsIeT B CUCTEMY MOHUTOPUHTA
CBeIeHMsI, MpelyCMOTpeHHbIe MyHKTOM 1 nipuioskeHust N 5 K HacTosiemy ITososkeHnto, 10
NpeJiCTaBIeHMS CBeJIeHN I O abHeMIINX ONepauusix ¢ TaKUM JieKapCTBeHHbIM ITperapaToM.

41. ITpu pacpopMupoBaHUM TPETUYHO (TPAHCIIOPTHOJ) YITAKOBKY JIEKAPCTBEHHOTO IIperiapaTa, U3bsITUA
JIeKapCTBEHHBIX IIPerapaToB U3 TPETUUHOM (TPAHCIIOPTHOM) YIIaKOBKY JIeKapCTBEHHOTO Iperapara,
IOTIOJIHUTEIbHOM BJIOSKEHUM JIeKapCTBEHHBIX IPernapaToB B TPETUYHYIO (TPAHCIIOPTHYIO) YIIAKOBKY
JIeKapCTBEHHOTO ITperapara Cyo'beKT oopalieHus JIeKapCTBEHHbBIX CPEICTB MPeICTaB/sIeT B CUCTEMY
MOHUTOPMHTA CBefeH!s, TpelyCMOTpPeHHbIe TyHKTamMM 2 - 4 ipuioskeHust N 5 K HacTosIemMmy
[MosioskeHMIO, MO TIpeACTaBlIeHMs CBeAeHUI O TalbHEeNIINX orepaiusix C TAKMMMU JIeKapCTBeHHbIMU
ImpernapaTamMy Ujau TPeTUIHOM (TPAaHCIIOPTHOM) YIIaKOBKOM JIeKapCTBEHHOTO ITpeIrapara.

42. CBemeHus, MpeIcTaB/sieMble CYyObeKTaMy 00palleHusl JIEKapCTBEHHBIX CPEJICTB B CUCTEMY
MOHMUTOPMHTA IIPY 060POTE U BHYTPEHHEM ITepeMeIeHMM JIEKapCTBEHHbBIX ITPernapaToB, IPUBEIeHbI B
npuioxkeHuu N 6.

43. CyobekT obpalieHus JeKapCTBEHHBIX CPeJICTB, OCYIIeCTBISIONMIi TlepeMellleHle JIeKapCTBeHHBIX
IperiapaToB MeXXay afpecamy MeCT OCYILeCTBIeHUS AesTeIbHOCTY COIIaCHO JIMLeH3UM (C YY4eTOM TaKUX
BUJIOB J1€SIT€JIbHOCTY, KaK ITPOU3BOLCTBO JIEKAPCTBEHHBIX CPENICTB, (hapMalleBTUUEeCKas 1esITeIbHOCTb U
IesTeIbHOCTb IO 060POTY HAPKOTUYECKUX CPEICTB, ICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB,
KyJIbTMBUPOBAHMIO HAPKOCOepsKallMX pacTeHunit) u (uin) hbapmaileBTMIeCKMMU CKJIaaMy, B TeueHue 5
pabounx mHelt ¢ hakTMUeCKOoli 1aThl TlepeMelleHNs TeKapCTBeHHbIX IIpenapaToB 10 IpeACcTaBlIeHNUs
CBeLeHM O JajbHeMIINX olepauysax ¢ TaKMMY JIeKapCTBeHHbIMY IIpeliapaTamMmy IIpefCcTaBiiseT B CUCTEMY
MOHUTOPUHIA CBeeHMs, IIpefyCMOTpeHHble TyHKTOM 1 nipmnokeHus N 6 K HacTosemy IlonoxeHuo.

44, TIpu niepemayve JeKapCTBEHHBIX MPeNapaToB MeXAy CyObeKTaMu 0OpalleHus JeKapCTBEeHHbIX CPeICTB
IOTTyCKaeTCs MpeJICTaB/IeHNe CBeIeHNIi B CUCTeMY MOHUTOPUHTA CyOBEeKTOM 06paiieHus JIeKapCTBEHHbBIX
CpeJICTB, OCYIIECTBIISIONIMM Iepeady JIeKapCTBEeHHBIX IIPerapaToB (fanee - MpsIMOi MOPS oK
TpeJiCTaBIeHMS CBeJeHNIi TIpU 000pOTe JIeKapCTBEHHBIX ITperapaToB), MM CyObeKTOM 0OpaleHus
JIeKapCTBEHHBIX CPEICTB, OCYILECTBISIOMMM ITPMEMKY JIeKapCTBEHHBIX ITperapaToB (Jajiee - 00paTHBIN
TOPSIIOK TIPeICTaBIeHNs CBeIeHUI P 060pOTe JIeKapCTBEHHbBIX IMTPernapaToB).

PemieHne o BbIOOpE MPSIMOTO MOPSIAKA MTpeICTaBIeHNS CBeIeHMIi IIPY 000pOTe JIeKapCTBEHHbIX
MpernapaToB MO0 06paTHOTO MOPSIAKA IMPeACTaBAeHMs CBeIeHM ITPU 060POTe JIeKapCTBEHHbBIX
MpernapaToB MPUHMUMAETCS CyObeKTaMu 00palleHNs IeKapCTBEHHbBIX CPeICTB, IPeICTAB/ISIOIMMU TaKMue
CBeJIeHMsI, CAMOCTOSITebHO.

B ciryuae BpIGOpa IPSIMOTO MOPSIAKA MIPeACTaB/IeHMs CBeIeHNi Tpy 060pOoTe JIeKapCTBEHHbIX ITperapaToB
CyOBEKT 0OpaleHMs JeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIONIMI ITepesavy JeKapCTBEHHbBIX ITPernapaToB
IpPYromMy CyObeKTy 0OpallieHMsI IeKapCTBEHHBIX CPEJICTB B paMKax I'PaskIaHCKO-ITPaBOBBIX OTHOIIEHU, B
TeueHue 1 pabouero gHS ¢ GaKTUIECKON JAThl OTTPY3KM JIEKAPCTBEHHBIX IIPEIapaToB MpeCTaBIIsIeT B
CUCTEeMY MOHUTOPUHTA CBefeHMsI, MPelyCMOTPeHHbIe MyHKTOM 2 MpuaoskeHusi N 6 K HacTOsIIeMy
ITonoxxeHu10.

[Tpu 3TOM CyOBEKT OOpaleHNs JeKapCTBEHHbIX CPeJCTB (3a MCKIIYeHeM 000C06IeHHbIX TTOIpa3eIeH Ui



MeIMIIMHCKUX opraHu3auuit (amoynaTopuit, enbamepckux, Genbauepcko-aKylepcKuX MyHKTOB),
OCYIIECTBSIONI NI TPUEMKY JIeKapCTBEHHBIX ITPenapaToB OT APYroro Cyo'bekTa obpalieHus
JIeKapCTBEHHBIX CPEICTB B paMKaX rPaskJaHCKO-TTPaBOBbIX OTHOIIIEHWUIA, B TeueHMe 1 paboyero JHS C IaThl
MIpMEeMKM JIeKapCTBEHHBIX ITperapaToB M perucTpaiuy B CUCTeMe MOHUTOPUHTA CBeieHU T 06
OTIPY>KEHHbIX JIEKapCTBEHHBIX IIpelapaTax A0 [IpefCcTaBlIeHNs CBeJeHNN O JaJIbHeM X onepanusix ¢
TaKMMU JIeKapCTBEeHHBbIMY IIpeliapaTamMy IOATBePXKAaeT JOCTOBePHOCTh CBefeH NI, COLepyKaluXcs B
CUCTeMe MOHUTOPUHIA, IIyTeM IIpeCTaBIeHs CBeleHUi B CUCTeMY MOHUTOPUHTA, IIPeLyCMOTPEHHbIX
MyHKTOM 4 nipunoxkeHus N 6 K HacTosuemMy IlosnoxkeHunIo.

B ciyyae BbiGOpa 06paTHOTO MOPSIAKA ITpeACTaBIeHMS CBeIeHMIi TTPU 0600pOTe JIEKaPCTBEHHbBIX MTPernapaToB
CyOBeKT 0OpaleHMs JeKapCTBEHHBIX CPEACTB (3a MCKII0UeHMeM 000C00IeHHBIX TTOIpa3IeaeHuii
MeIMUIIMHCKUX OpraHu3anuii (ambyaaTopuit, penbpamepckux, GenbaiepcKo-aKyIliepcKuX MyHKTOB),
OCYILeCTBISION M TIPMEMKY JIeKapCTBEHHBIX ITPeIapaToB OT APYroro Cyo’bekra oo palieHust
JIeKapCTBEHHBIX CPEICTB B paMKax rpakIaHCKO-IIPaBOBbIX OTHOIIIEHMIA, B TeueHMe 1 paboyvero IHS C JaThl
MIPUEMKM JIEKapCTBEHHBIX IIPeIapaToB MPeCTAB/ISeT B CUCTEMY MOHUTOPMHTA CBEIEHMS O IPUHSIThIX
JIeKapCTBEHHBIX IIperaparax, IpeayCMOTPEHHbIe TYHKTOM 3 nmpwiokeHus N 6 K HacTosieMy I1o10keHuIo.

060co61eHHbIE TTOIpa3aeaeHNs] MeAVIIMHCKMUX OpTaHu3almii (amoynatopun, dhebaiiepckue,
(denbaiepcko-aKkyliepckye MyHKThI) TOATBEPKIAIOT TOCTOBEPHOCTh CBeeHUi, CoMlepsKaluXCs B CUCTEMe
MOHUTOPUHTA, ¥ TIPEACTABIISIOT B CMCTEMY MOHUTOPYHTA CBeEHMS O IMIPUHSITHIX JIEKapCTBEHHBIX
rperaparax B COOTBETCTBUM € ab3allaMy YeTBEPTHIM U ISITBIM HACTOSIIETO ITyHKTA B TeueHue 30 pabounx
IHEV CO THS MTPUEMKM JIeKapCTBEHHBIX ITPerapaTos.

[Tpu 3TOM CyOBEKT OOpaleHs JeKapCTBEHHbIX CPeJICTB, OCYIeCTBUBIINI IIepeaauy JeKapCTBeHHbIX
rpernapaToB APYromMy CyobeKTy oOpallieHusI JiekapCTBEHHBIX MPerapaToB B paMKax rPaskaHCKO-ITPaBOBbIX
OTHOIIIeHU1, B TeueHMe 1 pabouero AHS C AaThl perucTpaly B CUCTeMe MOHUTOPMHTA CBeIeHU O
IIPUHSATBIX JIeKapCTBEHHBIX [Iperaparax, HO [0 IIpeJicTaB/JIeHMs CBeleHNi O JaJIbHEeMIINX ollepanusix C
TaKMMU JIeKapCTBEeHHBbIMY IIpeliapaTamMy IOATBePXKAaeT JOCTOBEPHOCTh CBefeH NI, COLepyKaluXcs B
CUCTeMe MOHUTOPMHIA O IlepefaHHbIX JIeKapCTBeHHbIX Ipernaparax, IlyTeM [IpeCcTaBaeHNs CBeleHUii B
CUCTEeMY MOHUTOPUHTA, NPeLyCMOTPEHHBIX ITYHKTOM 4 npuinoxeHus N 6 K Hacrosiemy [TonosxkeHuto.

o 1 utonst 2021 r. noATBepXKAeHUE JOCTOBEPHOCTU CBEIeHU, IPeACTaB/IIeMbIX B CUCTEMY MOHUTOPUHTA
Ipy 060POTE JIEKAPCTBEHHBIX ITPEITapaToB, BIIPABE OCYIIECTBISITh CyObEKT 0OpalleHMs JiIeKapCTBEHHbIX
CpeACTB, OCYILleCTBMBIIINI TTepeIavy JeKapCTBEeHHbIX MperapaToB IPyroMy CyobeKTy obpalieHust
JIeKapCTBEHHBIX MTpernapaToB B paMKax rpaskJAaHCKO-IIPaBOBbIX OTHOIIEHNI, B COOTBETCTBUM C ab3alem
[IeCThIM HACTOSIIET0 MYHKTA UJIU OlepaToOp CUCTEMbI MOHUTOPUHTA ITyTEM TIPOBEPKU HAIUUUS B CUCTEME
MOHMUTOPUMHTA UAEHTUPUKAIMOHHOIO HOMEepa HaJIOroIIaTe /bIKa Cy0ObeKkTa 00palieHus JieKapCTBEHHBIX
Cpe/CTB, OCYIleCTBMBIIIETO Tlepeiauy JeKapCTBeHHbIX ITpernapaToB APYroMy CyobeKTy o0palieHust
JIeKapCTBEHHBIX IPEIapaToB B paMKax rpakAaHCKO-IIPABOBbIX OTHOILIEHUIA, & TAKXKe
3aperMcTpMpoOBaHHOTO Kojla uAeHTUGUKALIMY MM KOIa UAeHTUDUKALMM TPETUUHOI (TPAHCIIOPTHOI!)
YIIaKOBKM JIEKAPCTBEHHOTO TIpernapara, B KOTOPO HaXOAMUTCS TOT JIeKapCTBEHHBIN TIpenapar (B ciay4dae
rnepegauyy TPETUYHONM (TPaHCIIOPTHONM) YIIAaKOBKY JIeKapCTBEHHOTO Mpelapara meamkom). [1o pesyibTaTam
TaKO¥ IIPOBEPKY OTepaTOpP CUCTEMbI MOHMTOPYMHTA C UCIOJb30BaHeM (QYHKIMOHAIA CUCTEMBbI
MOHMTOPMHTA OTIIPABJISIET CyObeKTY 0OpallleHMsl JIEKAPCTBEHHBIX CPEJICTB, paHee OCYIeCTBUBIIEMY
MpeJcTaBleHne B CUCTeMY MOHUTOPUHTA CBEIeHUI O TIpeIbIAYI el orepanym ¢ JeKapCTBEHHbIM
rpernapaToM, yBeIOMJIeHME O TIPeICTaBIEHUM CBeIeHNI B COOTBETCTBMM C ab3a1ieM IISIThIM HAaCTOSIIEro
IYHKTa, C yKa3aHMeM CBeJleHUi, IPOBEPEHHBIX ONIepaTOPOM CUCTEMbI MOHUTOPUHTA.

[TonoskeHus ab3aiia cejbMOro HaCTOSIETO MYyHKTA He paclpOoCTPaHsSIIOTCS Ha leKapCTBeHHbIe Mpernaparhl,
rpeHa3HAUEeHHbIe 1)1 0OecTieueHus L, 60JbHBIX reMobuieit, MyKOBUCIMI030M, TUTIO(DMU3apHbIM
HaHM3MOM, 60sie3HbI0 ['olIle, 3/T0KaYeCTBeHHBIMY HOBOOOpa30BaHUSIMM TMMQOUAHOI, KPOBETBOPHOI U
POJICTBEHHBIX UM TKaHEH, pacCesIHHLIM CKJI€PO30M, F€MOJUTUKO-YPEMUUECKUM CUHIPOMOM, HOHOIIECKUM
apTPUTOM C CMCT€MHBIM HavyajaoM, MyKormoaucaxapuaosom I, I u VI Tumos, ammacTuyeckoin anemuen
HEeyTOUHEeHHO, Hac/leICTBeHHbIM Aeduuytom dhakropos II (pubpuHoreHa), VII (mabunbpHoro), X (Ctioapta
- [Ipayspa), 1u1l moc/ie TpaHCIJIAHTALUM OPTAaHOB U (MJIN) TKaHEeN.



44(1). IIpu nepenauve demepasbHbIM OpraHaM UCIIOJHUTENIbHOM BJIACTH, OpraHaM roCcyqapCTBeHHO BIacTu
cyobekToB Poccuiickoit demepaiiuy 1 yrioJTHOMOUYEHHBIM MMM OPTaHMU3ALMSIM JIeKapCTBEHHbIX
MIpernaparoB, 3aKyMaeMbIX AJISI HY>KI, 000pOHbBI CTPaHbI M 6€30MaCHOCTY TOCYIapCTBa, OKa3aHUSI
TyMaHUTapHO TOMOIIN, IMKBUIALIMM TTOCTeACTBUI Upe3BbIUaiiHbIX CUTYaLIU, KPYITHOMAaCIITaOHbIX
aBapuit U MHIUAEHTOB IIPUPOSHOIO ¥ TEXHOTEHHOI'0 XapaKTepa, B Lie/ISIX MCKII0UeHNSI BO3MOXKHOCTH
PacKpBITUSI CBeJleHMI, OTHeCEHHBIX K TOCYIAapCTBEHHOI TailiHe, CyObeKT oOpalleHs JeKapCTBeHHbIX
CpeJICTB, OCYIIECTBIISIONMIA TTepelauy TaKUX JIeKapCTBEHHBIX ITPEIapaToB, B TeueHue 5 pabounx nHeit
naTbl haKTUUEeCKOi OTTPY3KM JieKapCTBEHHBIX IIperapaToB MpeCcTaB/isieT B CUCTEMY MOHUTOPUHTA
CBeZleHMSI O BbIBOJIE JIeKapCTBeHHbIX IIpelapaToB 13 000poTa, 3a UCK/IIOUeHeM CBeleH U,
IpenyCMOTPEeHHBIX ITOAIIYHKTaMM 'T", "A", "X" - "u" myHKTa 1 npunoxkenus N 4 K HacTog1eMy
ITonoxkeHuto.

[TopsimoK mpeacTaB/ieHNs CBeIeHNI O BbIBOJIe 13 000POTa JIeKapCTBEHHBIX MIPENapaToB, YKa3aHHbIX B
ab3aille MepBOM HACTOSIIETO IMYHKTA, YyTBepkaaeTcs MUHMCTEPCTBOM 3IpaBOOXpaHeHMsT PoccuitcKoii
denepanymn.

44(2). CyobekT obpaleHust IeKapCTBEHHBIX CPEICTB, BHIMOTHSIONMIA GDYHKLIMY 110 ayTCOPCUHTY TTPU
nepenave cyobekTaM oOpalieHusl TeKapCTBEHHBIX CPEICTB, OCYIIEeCTBISIOIIVM OTITYCK JIeKapCTBEHHBIX
rpernaparToB 6ecIIaTHO WM CO CKUIKO¥ 110 PellelTy Ha JieKapCTBeHHbIe MpernapaTsl, JIeKapCTBEHHBIX
MperaparoB, 3aKyraeMbIX i 0b6ecrieueHMs TpaXkiaH 3a cueT cpeAcTB penepasbHOro 610aKeTa U (MIn)
CpenicTB 610/13kKeTOB Cy6obeKTOB Poccuiickoit ®enepariuu, B TeueHue 1 pabouero gHs ¢ paKkTUUeCKO JaThI
OTI'PY3KM JIEKapCTBEHHBIX IIpernapaToB IIpefCTaBiIseT B CUCTeMy MOHUTOPUHIA CBeleHN,
IIpeyCMOTPeHHbIe ITyHKTOM 6 nipuioxkeHus N 6 K HacTtosuemy [losnoxeHuto.

[Tpu 3TOM CyOBEKT O6paleHNs JeKapCTBEHHbIX CPEJCTB (3a MCKIIYeHeM 000C06IeHHbIX TTOIpas/ieIeH uii
MeIOUIIMHCKUX OpraHmu3anuii (amoyaaTopuii, eapamepckux, ¢ eabaiepcko-aKyImepcKuX MMyHKTOB),
OCYILeCTBISION M TTPMEeMKY TaKUX JIeKapCTBEHHBIX IIperapaToB, B TeueHyue 1 pabouero AHS C AaTh
MIPMEMKM JIEKapCTBEHHBIX IIPEIIapaToB M PETUCTPaIlMM B CUCTEME MOHUTOPUHTA CBeieHuiT 06
OTTIPY>KEHHBIX JIEKaPCTBEHHBIX ITperapaTax A0 IMpeCcTaBIeHs CBeIeHNUi O TalIbHEeMINUX onepaiusix C
TaKMMU JIeKapCTBEHHBIMM TIperiapaTaMu MOATBepKaaeT JOCTOBEPHOCTD CBeJIeHMI, COe P KalluXCs B
CcUCTeMe MOHUTOPUHTA, ITyTeM MpeCcTaB/IeHs CBeIeHNIA, TPeAyCMOTPEeHHbIX TyHKTOM 4 npuiaoxeHust N 6
K HacTtosieMy ITonoxkeHMIo.

O60cob6ieHHbIe TTOApa3aeneHuss MeAULIMHCKUX OpraHu3aiuii (amoyaaTopun, Geabaiiepckie,
(denbaiepcKko-aKkyepcKye MyHKThI) MTOATBEPXKIAIOT TOCTOBEPHOCTh CBEEeHMI, COepsKALMXCS B CUCTEME
MOHUTOPMHTA, B COOTBETCTBUM C a63alieM BTOPbIM HACTOSIIIEro IyHKTa B TeueHue 30 paboumx JHei co THS
MIPMEMKM JIEKapCTBEHHBIX ITPeIapaToB.

45. CyobekT ob6palieHus JeKapCTBeHHbIX CPeICTB, OCYIIeCTBISIONINI KOHTPAKTHOE (TIOIPSITHOE)
MIPOU3BOLCTBO JIEKaPCTBEHHBIX IIperapaToB Ha Tepputopun Poccuiickoit @enepanuu, npu repepave
JIeKapCTBEeHHBIX IIperapaToB (TOTOBOM MPOAYKIMK) CyObeKTy oOpallieHus IeKapCTBEHHbIX CPeJICTB,
SIBJISIIOILEMYCSI 3aKa3UMKOM TaKOT'O KOHTPAKTHOTO (ITOJIPSIAHOTO) TPOMU3BOACTBA, B TeUeHMe 5 pabounx gHe
C IaThl lepefauy JIeKapCTBEHHBIX IIpernapaToB IIpPefCcTaBiIsgeT B CUCTeMy MOHUTOPYHIA CBeleHN s,
MpesyCMOTpeHHbIe MyHKTOM 5 npwioxkeHust N 6 K HactosieMy [TosioxkeHuo.

[Tpu 3TOM CyOBEKT OOpaleHus JeKapCTBEHHbIX CPeJICTB, SIBJSIONMIACS 3aKa3uMKOM KOHTPAKTHOTO
(TIOAPSIAHOTO) TTPOU3BO/ICTBA JIEKAPCTBEHHBIX ITPEIapaToB, B TeueHMe 5 pabounx THel ¢ JaThl TPUEMKA
JIeKapCTBEHHBIX IIPeIapaToB U perucrpanuum B CUCTeMe MOHUTOPUHIA CBeIeHUI O IepesaHHbIX
JIeKapCTBEHHBIX [Iperaparax [0 IpeJCcTaB/IeHns CBeJeHUIA 0 JaJIbHeMIINX OllepaliusixX ¢ TaKUMU
JIeKapCTBeHHbIMMU IIpeliapaTamMy MOATBePXKAaeT JOCTOBePHOCTh CBeeH A, COAepKaluxXcs B CUCTeMe
MOHUTOPUHTIA O NepeJaHHbIX JIEKAPCTBEHHBIX Ipelaparax, IyTeM IIpefCTaB/lIeHys CBeJeHUI B CUCTeMY
MOHUTOPUHTA, [IPeLyCMOTPEHHBIX ITYHKTOM 4 nipmiokeHus N 6 K HacTosemy [1osoxkeHu1o.

46. CyobexT obpalleHus JeKapCTBEeHHbIX CPeACTB (3a MCKIIUeHeM 000C00/IeHHbIX ITOApa3aeaeHuii
MeIMIMHCKIX OpraHm3anuii (ambyaaTopuit, penbamepckux, GenbaiuepcKo-aKyIiepCcKuX MyHKTOB),
OCYIIIeCTBJISIONINIT BHIBO, 13 000POTa JIeKapCTBEHHBIX IIperapaTos (3a MCKII0YeHMeM BbIBOIA 13 060poTa



JIeKapCTBEHHBIX MperapaToB IyTeM BbIBO3a paHee BBe3eHHbIX B Poccuiickyo @enepanym jeKapCTBEHHbIX
IperapaToB, YHUUYTOKEHNS JIeKapCTBeHHbIX IIpPerapaToB, IOMelleHHbIX 107, TAMOKEeHHYIO [IpoLeiypy
YHUUTOXXEHMSI, BbIBO3a JIEKaPCTBEHHBIX MpeIapaToB, MApKMPOBAHHbBIX CpeICTBAMM UAeHTUDUKALINNA, 32
rpezesibl TAMOXXEHHO TeppuTopun EBpasniickoro 3KOHOMMUYECKOro CO03a, MOMEeIeHHbIX 0],
TaMO>XEHHYI0 IIPOLelyPy SKCIOPTa, UK epefauy Ha YHUUTOKeHe paHee BBeJeHHbIX JIEKAPCTBEHHBIX
MperapaToB B IPasKIaHCKMIT 000pOT Ha TeppuTopun Poccuiickoit @enmepaiinm), B TeueHue 5 pabounx qHeii
C 1AThl COOTBETCTBYIOLIeN Oollepanuy UK C JaThl IPMEeMKU JIeKapCTBEHHBIX IIpelapaToB Ha
dapmariieBTHMYECKIIT CKIIAJ, (TIPU BBIBOAE M3 000pOTa JIeKapCTBEHHbIX MTpenapaToB B 30He TaMOXXEHHOTO
KOHTPOJIS) TIPEeCTaBIISIET B CUCTEMY MOHUTOPUHTA CBELEeHNS, [TPeIyCMOTPEHHbIE TYHKTOM 1 MPUJIOKEeHUS
N 4 x HacTosiemy [losoxkeHu10.

O60cob6eHHbIEe TTOApa3aeneHus MeAULIMHCKUX OpraHu3aiuii (amoyaaTopun, Geabaiiepckie,
(denbanepcKko-akyIepcKye MyHKThI) B TeueHue 30 paboumx qHe co JHS COOTBETCTBYIONIEH orepainmu
MpeACTaBISIIOT B CUCTEMY MOHUTOPUHTA CBeJleHMsI, IIpeyCMOTpeHHbIe MyHKTOM 1 mpuioxxeHus N 4 K
HacrosemMy ITonokeHMIO.

47. CybbexT obpaleHus JeKapCTBEeHHbIX CPEICTB, OCYIIEeCTBISIONINI BBIBOJ 13 060pOTa JIeKapCTBEHHbIX
IperapaToB IyTeM YHUUTOXEHMS JIeKapCTBEHHBIX IIperapaTos, IOMeIleHHbIX 10, TAMOXXeHHYIO
MpOLeYyPY YHUUTOXEHNS, BbIBO3a JIeKaPCTBEHHbBIX IIpPeIapaToB, MapKMPOBAHHBIX CpeCTBAMMU
MIaeHTUGUKALINH, 32 IPeAeTbl TAMOXKEHHOM TeppuTopuy EBpasnuitckoro 5KOHOMMUUECKOTO COI03a,
IIOMeIlleHHbIX 10, TAMOXXKeHHYIO ITIPOoLeypy IKCIIOPTa, IIPeLCTaB/IseT B CUCTeMY MOHUTOPUHIA CBeIeHus,
MpeayCMOTPEHHbIE YHKTOM 2 pwioskeHus N 4 K HacTosiemy [To/IokeHuI0, B TeueHne 5 paboumx qHeii ¢
JIlaTbl COOTBETCTBYIOIEI OepaLumu.

48. CyobexT obpalieHus JeKapCTBeHHbIX CPeICTB, OCYIIEeCTBISIONINI BBIBOJ 13 060pOTa JIeKapCTBEHHbIX
rpernapaTroB ITyTeM fepefaun JieKapCTBeHHBIX MIperapaToB Ha YHMUTOKeHIe, B TeueHue 5 pabounx mHeli ¢
IaThl lepeauy Ha YHUUTOKEHME JIeKapCTBEeHHbIX IperapaToB 0 IpeAcTaBlIeHs cBefeHmit o pakTe
YHUUTOXXEHMS JIEKapCTBEHHbIX ITPEeNapaToB MPeACTaB/seT B CUCTeMY MOHUTOPWHIA CBeAeHMsl,
IpenycMOTpPeHHbIe IIYHKTOM 3 npuinoskeHus N 4 kK HacTosemMy [lookeHnIo.

I[To uToraM YyHMUTOKEHMSI JIeKapCTBEHHBIX ITPeItapaToB CYObEKT 0OpalleHMs IeKapCTBEHHBIX CPEJICTB,
OCYIIeCTBUBIINI TIepe1auy JeKapCTBeHHbIX IIperapaToB Ha YHUUTOKEHME, B TeUeHMe 5 pabouunx JHeli ¢
IaThl TOIyYeHMS aKTa 00 YHUUTOXEHMUM TIPeICTaB/IsIeT B CUCTEMY MOHUTOPUHTA CBeIeHM,
MpeayCcMOTpeHHbIe MyHKTOM 4 npwioxkeHust N 4 K HacTosieMy [TosoxkeHuio.

49. CyOGbeKT obpalieHus JIeKapCTBEHHBIX CPENCTB, OCYIIECTBISIONNI BBIBO, 13 000pOTa JIeKapCTBEHHbBIX
rpernapaToB ITyTeM OCYIIeCTBIeHMUs Pe3IKCIIopTa, B TeueHre 5 paboumx JHel co AHS peuieHus o
pPEesKCIopTe, MIPUHSATOTO TAMOXXEHHBIMM OpTaHaMU, TIPEeACTaBIsIeT B CUCTEeMY MOHUTOPUHTA CBeleHMS],
MpeayCMOTpeHHbIe TIYHKTOM 2 nipuiioskeHus N 4 kK HacTosiemy [TonoxkeHuto.

50. ITpu ocyuiecTBIeHMM TOBTOPHOTO BBO/A B 000POT JieKapCTBEHHBIX MPenapaToB (3a UCKIIUeHeM
JIeKapCTBEHHBIX ITPerapaToB, CBeIeHNs O BbIBOJe 13 060pOTa KOTOPBIX ITPeICTaBIeHbI B CUCTEMY
MOHUTOPUHTA B COOTBETCTBUM C MyHKTOM 44(1) HacTosiero [TonoskeHust) cyobekT obpaieHus
JIeKapCTBeHHBIX CPeCTB, paHee OCYIeCTBMUBILMI BbIBOZ, M3 000pOTa JIeKapCTBeHHBIX MIPenapaToB Win
BBIITYCK TaKX JIeKaPCTBEHHBIX IIperapaToB BHe Tepputopuu Poccuiickoit @epepaunut (B ciiyuae BbIBO3a
paHee BBe3eHHbIX B Poccuiickyro ®efepaiinio JeKapCTBEHHbIX IIPENapaToB), B TeueHue 5 paboumx qHeii ¢
IlaTbl COOTBETCTBYIOIEN Oonepaliy IpeACTaBiseT B CUCTeMy MOHUTOPUHIA CBeleHN s, IPeJyCMOTPEeHHbIe
NyHKTOM 14 nipmnoxkenns N 3 K HacTosemy [1o10keHu10.

[TopsimoK mpeicTaBIeHNs CBeeHN O TOBTOPHOM BBOJIe B 000POT JIeKapCTBEHHBIX MPENapaTos,
yKa3aHHbIX B ab3aile BTOpoM myHKTa 44(1) HacTosiiiero ITonoskeHus, yrepxaaetcs MUHUCTEPCTBOM
3apaBooxpaHeHMs Poccuiickoit ®emepain.

51. Cy6beKTsI 06palieHus JeKapCTBEHHbIX CPECTB, OCYIIECTBISIONIE PO3HUYHYIO TOPTOBITIO
JIleKapCTBEHHBIMM TIperapaTaMy M OTIYCK JIeKapCTBEHHbIX MTpernapaToB CO CKUAKOI 110 pelienTy Ha
JIeKapCTBEeHHbIE ITperapaThbl, MApKMPOBAHHBIX CPeACTBAMM UIeHTUDUKALIVHA, TIPEICTAB/ISIIOT CBEAEHMS O



BbIBOJE M3 06op0Ta JIEKapCTBEHHBLIX ITpeIapaToB C MCIIOJIb30BaHMEM KOHTpOJIbHO-KaCCOBOI‘/’I TEeXHUKN.

[Tepepaua MHGOpMaNM B CUCTEMY MOHUTOPMHTA O JIEKAPCTBEHHBIX ITperaparax, BbIBeIeHHbIX 13 000poTa
cyOobekTaMu obpaieHust JieKapCTBEHHbBIX CPEJICTB, He MTPUMEHSIOIMMIU KOHTPOJIbHO-KAaCCOBYIO TEXHUKY
WY TIPUMEHSIIOIIVIMM KOHTPOJIbHO-KACCOBYIO TEXHUKY B peXMMe, He MpelycMaTpUBaIoIeM 00s13aTeTbHO
nepenaun GUCKAIbHBIX JOKYMEHTOB B HAJIOTOBbIe OpraHbl uepe3 oreparopa GuCKaIbHBIX JaHHbBIX, B
CJTy4yasx, yCTaHOBJIEHHBIX PelepaqbHbIM 3aKOHOM "O MPUMEHEeHUM KOHTPOJbHO-KAaCCOBO TEXHUKY MTPU
ocylecTBIeHUM pacueToB B Poccuiickoit @epepaiiun”, mpou3BOLUTCS TAKUMU CyObeKTaMy obpaleHust
JIeKapCTBeHHbBIX CPeICTB C UCI0/Ib30BaHMeM (DyHKIIMOHAA CUCTeMbl MOHUTOPUHTA.

CyO6beKTbl 0OpalieHust JIeKapCTBEHHBIX CPEJICTB, OCYIIECTBIISION[ /e MeIUIIMHCKYIO AesSTeTbHOCTb 1 BbIBO/I
13 060pOTa JIeKapCTBEHHBIX MTPeIapaToB Py OKa3aHMM MeAULIMHCKO ITOMOIIN, a TaKKe CyObeKTbl
obpalieHus JIeKapCTBEeHHbIX CPEJICTB, OTITYCKAIoIIe JIeKapCTBEHHbIE MperapaThl 6eCIIaTHO 10 PeIenTy
HAa JIeKapCTBEHHbIE TTPeIapaThl, IPeICTABISIOT MHOOPMAIIMIO B CUCTEMY MOHUTOPUMHTA O BBIBOJIE U3
0060poTa JieKapCTBEHHbBIX MIPerapaToB MyTeM OTITyCKa IeKapCTBEHHbIX ITperapaToB 6eCIijiaTHO M0 pelenTy
Ha JIeKapCTBEeHHbIE TIperapaThl WK OTITYCKa ITPY OKa3aHUYM MeIUIIMHCKOV TOMOIIM C UCIT0/Ib30BaHUEM
PEruCTPaTOPOB BBIOBITHMSI, IIPEICTABISIEMBIX OTIEPATOPOM CUCTEMbBI MOHUTOPUHTA.

OcHaleHye Cy6eKTOB 06paleHys TIeKapCTBEHHBIX CPeCTB, OCYIECTB/ISIONIMX BbIBOA 13 060poTa
JIeKapCTBEHHBIX MTPerapaToB MPY OKa3aHUY MeIUIIHCKO TOMOIIM VTN ITyTeM OTITycKa 6ecriyiaTHO
JIeKapCTBEHHBIX MTPeIrapaToB IO PeIeNTy Ha JeKapCTBeHHbIe MperapaThl, PErucTpaTopaMi BbIOBITHS
OCYIL[ECTBJISIETCS] ONIEPATOPOM CHMCTEMbI MOHUTOPMHIA Ha 6€3BO3ME3JHO OCHOBE. B 1e/IsIX TaKOro
OCHAIIEeHMS CYyO'hEKTHI 06paleH s IEKAPCTBEHHbBIX CPEJICTB 3aK/II0YAIOT C OITEPATOPOM CUCTEMBI
MOHUTOPMHTA JOTOBOPBI, B TOM YMCJIe COMIepPIKallyie YCIOBUS MPeA0CTaBIeHNs TAKOTO 060PYIOBaHMS U €T0
peraaMeHTHOTO OOCTY>KMBaHMs Ha 6€3B03Me3THOI OCHOBE.

TumnoBast dbopma Takux AOTOBOPOB yTBepPKAAeTCs MMHMUCTEPCTBOM IMPOMBIIIIEHHOCTY U TOPTOBJIU
Poccuiickoi @enepaiin.

B ciyyae HepaboTOCIIOCOOHOCTHU PETUCTPaTOPA BHIOBITHS, TIOATBE PSKAEHHON YBeIOMIEHNEM,
HaIpaBJIsieMbIM CYO'beKTOM 0OpallleHNs IeKapCTBEHHBIX CPEACTB OMepaTopy CUCTEeMbl MOHUTOPUHTA,
repezava CBeJleHMii 0 BbIBOJE M3 000pOTa JTeKapCTBEeHHBIX IIperapaToB MyTeM OTITyCKa JJeKapCTBeHHbIX
rpernaparoB 6ecIIaTHO WM OTITyCKa MPY OKa3aHUM MeJMUIIVHCKOI TOMOIIM Ha Iepuof, BOCCTAHOBIEHMS
paboTOCTIOCOOHOCTH WIJIM 3aMeHbI PerMCcTPATOpPa BbIOBITUS OCYILECTBIISIETCSI CyObeKTOM 06paleHNst
JIeKapCTBEHHBIX CPEICTB C UCMO0JIb30BaHVeM (yHKI[MOHAlIa CUCTEeMbl MOHUTOPUHTA.

52. CyobekThl 0OpalieHus TeKapCTBEHHbBIX CPEACTB MPY 00HAPYKEHUM OIMOOK B CBEIEHUSIX
(HeIOCTOBEPHBIX CBEJIEHMIT), ITPeICTaBI€HHBIX MMM B CUCTEMY MOHUTOPMHTA ITPY BBOZAE B 060POT
JIeKapCTBEHHBIX MIperapaToB 1 000pOTe JIeKapCTBEHHBIX IIPeIapaToB, IPeACTABIISIOT B CUCTEMY
MOHUTOpPMHTa MHGbOPMaIMi0, He0OXOAMMYIO J1s1 MCTIpaB/IeHMs YKa3aHHbBIX OIIMOOK B CBeIeHUSIX
(HemoCTOBEPHBIX CBeJIeHMI) (Hajiee - UCIIpaBjIeHe OIIMOO0K).

Cy6beKTbI 00paleHysI IEKApCTBEHHBIX CPEACTB BIIPaBe BHECTU MCIIPABIEHMS OMIMOOK IO TOTO MOMEHTA,
KOTJIa OHY GbIIM YBEIOMJIEHBI O Ha3HaUE€HMY B OTHOIIEHUM HUX ITPOBEPKU, OCYIIECTBISIEMOIi B
yCTaHOBJIEHHOM Topsiike PenepasibHOI CITysk007 1T0 HaI30py B chepe 31paBOOXpaHeHNs, 110 GaKTy
MpeCTaBIeHs CyObeKTaMu 0OpalleHys JeKapCTBEHHbIX CPEACTB OMIMOOYHBIX (HEIOCTOBEPHBIX)
CBEIEHUIA.

B ciyyae ecnu B Ipe/icTaBlIeHUM CBeI€HMI, B KOTOPBIX OOHAPYKEeHbI OIIMOKM (HeJOCTOBEPHbIE CBEIEHNS),
y4acTBOBaJIM ApYyTHe Cy0'beKThl 00pallieHus JeKapCTBEeHHbIX CPeICTB, TO MCIIPaBAeHMS OIIMOOK CUUTAIOTCS
MIPUHSTBIMU TIOC/Ie IO TBEPKA,eHMS JOCTOBEPHOCTHU Ipe/ICTaBIeHHBIX MCIIPaBIeHNit OUIMO0K B CHCTEMe
MOHUTOPUHTA BCEMM YUACTHUKAMM MPeICTaBIeHNS CBeIeHMI1, B KOTOPBIX OOHAPYKEHbI OIIMOKI
(HegoOCTOBEpHBIE CBEIIEHMS).

o 1 uronsg 2021 r. nonoxkeHus a63aija TpeTbero HaCTOSIIETO ITyHKTA He PACIIPOCTPaHSIOTCS Ha CIydyan
MCITpaBJIeHMSI OIIMOOK B CBEJEHMSIX, TTPeCTaBIeHHBIX CyObeKTaMy 00paleHNsI IEKapCTBEHHbBIX CPEJICTB B



CUCTEeMY MOHUTOPMHTA B TIOPSIAKE, TPeAYCMOTPEHHOM ab3alaMu ISThIM U IeCSIThIM ITyHKTa 37, ab3aieM
MISITHIM ITYHKTA 38 1 ab3alleM MSIThIM MYHKTA 44 HacTosiero I[TomoxkeHus. B ykasaHHbBIX CTydasix
IOCTOBEPHOCTD ITPEeICTaBIeHHBIX MCIIPABIEHMIA OIIMOOK B CMCTEME MOHUTOPUHTIA MOTBEPKIAETCS B
COOTBETCTBUM C ab3alaMy CeIbMbIM U IeCSIThIM ITyHKTa 37, ab3alieM cebMbIM ITYHKTa 38 1 ab3aliemM
ceabMbIM ITYHKTa 44 HacTosero I[TonoxeHus.

B cucTemMy MOHUTOPUHTA BHOCSITCS C/IeyIOIIye UCIIpaBieHus OIMO0K B OTHOIIIEHUY COOCTBEHHBIX
orepanuii:

OTMeHa CyObeKTOM OobpallleH1s TeKapCTBEeHHbIX CPeJICTB paHee 3aperuCcTPMpPOBaHHOI onepanuu (B cIyJyae,
eI TToCJTe TAaKOii omepaluy He ObIIM COBEPIIEHbI eI iCTBUS C ITepexo oM IpaBa COGCTBEHHOCTM Ha
JIleKapCTBEeHHbIE MpernapaThl);

OT3bIB COOOIIeHMSI 00 OTIPy3Ke JTeKapCTBEHHbIX ITperapaToB Cy0'beKTOM 0OpallieHysI JieKapCTBeHHBIX
CPEeJICTB - OTIIPaBUTEIeM TaKOTO COOOIeHMsI, TlepeJaHHOTO MOJTyYaTesio TeKapCTBEeHHbIX ITperapaTosB.
Takast KOppeKTPOBKA BO3MOXHA JI0 Tlepelauit CBeJeHMI1 O IO TBEPKAEH UM TTepeiaui JieKapCTBEHHOTO
mpenapara gpyrMM cy6obeKTOM 0OpalieHNs JIeKapCTBeHHBIX CPeJICTB;

0TKa3 cyobeKTa obpaleHust IeKapCTBEHHBIX CPEJICTB - MOTydaTesist IeKapCTBEeHHbIX ITPerapaToB OT
MIpMEMKM JIeKapCTBEHHBIX MpernapaToB. Takass KOPPeKTMPOBKA BO3MOXKHA JI0 TepeIaun CBeIeHNi 0
MOATBEPKIEeHN M Tlepelauy JieKapCTBEHHOTO Mperaparta ApyrMM CyObeKTOM obpallleHMs TeKapCTBeHHBIX
Mpernaparos;

KOpPPEeKTMUPOBKA CYObEKTOM obpalieHus TeKapCTBeHHBIX CPEe/ICTB paHee HAIlpaB/JeHHbIX UM CBeJeHMIi B
CUCTEeMY MOHUTOPMHTA O Tlepeaye JIeKapCTBEHHOTO Mperapara Jpyromy CyobekTy obpalieHust
JIeKapCTBEHHBIX CPEICTB C MOATBePXKIeHMEM TaKoil KOPPEKTUPOBKM CYO'beKTOM 0OpaleHus
JleKapCTBEHHBIX CPeICTB, KOTOPOMY IepefaHbl Takye JieKapCTBeHHbIe ITperapaThl.

53. BJIOKMPOBKA MIPUHSITHUS CUCTEMOI MOHUTOPMHTA CBEIEHNIT O BBOJIE B 060POT JIEKAPCTBEHHBIX
rpenaparos, 06 060poTe u (MI1) O BbIBOJE 3 060POTA JIEKAPCTBEHHBIX ITPEeIapaToB (Hajaee - 6JIOKMPOBKA)
OCYIIIeCTBJISIETCSI B aBTOMATUUYECKOM PeskMMe B COOTBETCTBUM C PerJiaMeHTOM, OTIpee/isieMbIM
OIepaToOpPOM CHCTEMbI MOHMTOPMHTIA U COTJIacOBaHHbIM ¢ DeepabHOI CIyk00#1 110 Ham30py B cdepe
3[[paBOOXpaHEHMSI.

[TepedeHb MpUUNH GJIOKMPOBKM MIpUBeIEH B TpuiokeHun N 7.

[Tpu ycTpaHeHUM CyO'beKTOM OO pallieHusI JieKapCTBeHHBIX ITperapaToB MPUUMH, TTOCTYKMUBIINUX
OCHOBaHMeM J1s1 6;IOKMPOBKM, OTMeHa 0JIOKMPOBKM OCYIIeCTB/SIETCS] B aBTOMATUUYeCKOM peXXume.

B oTHenbHBbIX CTy4asx, TepeueHb KOTOPbIX onpeaensercs @enepanbHO CIyk007i 10 HAA30py B chepe

3 paBOOXpaHeHMs, TP OJOKMPOBKE JOITyCKAeTCsI BO3MOXXHOCTh IepeJjauy CBeieHNit 0 BO3BpaTe
JleKapCTBEHHBIX MpernapaToB MOCTaBIIMKY, O Tlepefaue JJeKapCTBEHHbIX ITpernapaToB Ha YHUUTOKEeHME U
(unu) 06 MHOM BUEe BbIBOJIA M3 000POTa JIEKAPCTBEHHBIX ITPEIapaToB.

B]IOKI/IPOBKa M OTMEHAa 6]IOKI/IpOBKI/I MOTYT BBOOAUTHCA B OTHOIIEHUNM € AMHUIIbI JIEKaAapCTBEHHOTI'O IIPp€elapaTa,
IMapTumM JIeKapCTBEHHDbIX IIPpeIiapaToB UJIN CepUM JIEKapCTBEHHLIX ITpeliapaToB.

VII. TTopsamok npemocTaBieHnst MHGOpMaIim, comepiKaleincs
B CUCTe€Me MOHUTOPUHTA

54. JocTyn 3aMHTEpeCOBAaHHbBIX B MOMyUeHUM MHGOPMAIIUY U3 CUCTEMbI MOHUTOPUHTA (GU3UIECKUX U
IOpUANYECKUX Jinl, PefepasbHbIX OPraHOB MCIIOJHUTEbHOI BIaCTH, OPTaHOB TOCYIapCTBEHHO BJIaCTU
cyopekToB Poccuiickoit demepaiiuy 1 OpraHOB MECTHOTO CaMOYIIPaB/IeHMsI 00eCcIieurBaeTcst OrepaTopoM
CUCTEMBI MOHMTOPUHTA I10 COTJIaCOBaHMI0 ¢ MMHUCTEPCTBOM 3 paBooxpaHeHnst Poccuiickoit Pepgepanyn.

ITpu sTOM O6GNamaTeneM MHGOpPMaLIUK, COaepsKaleiics B CUCTeMe MOHUTOPUHTA, siBjisieTcsl Poccuiickast
depnepanys. [IpaBomounsi obnagaTtens uHGopmaium, cogepskalieiics B cicTeMe MOHUTOPUHTA, OT UMeHU
Poccniickoit @epepaunm ocyiecTsaseT MMHMUCTEPCTBO 3apaBooXpaHeHus Poccuiickoi ®enepannm.



O6napaTtenb MHGOpPMAIUK, COAEpKaIlleiics B CMCTeMe MOHUTOPMHTA, o6ecreunBaeT KOHPUIEHI[MATbHOCTD
TaKkoy nHpopmalnm, 3a UCKIYeHeM MHdOpmMaIu, oTHeceHHOI [IpaBuTenbcTBOM Poccuiickoii
demepalyy K 0011eI0CTYITHOI MHGDOPMAIINMN.

OmnepaTop cUCTeMbl MOHUTOPUHTA OCYIIECTBIISIET NeliCTBMS C MH(pOpPMaliueii, coaepsKalleiics B CUCTeEMe
MOHUTOPVHTA, UJIM pa3peliaeT OCYIIeCTBIeHMEe TaKUX NeCTBUI B peAeiax IMOJTHOMOYMIA,
YCTAHOBJIEHHBIX (peJiepaTbHbIMM 3aKOHAMM U IIPUHMMAEMbIMM B COOTBETCTBUM C HUMM MHBIMU
HOPMAaTUBHBIMMU MIPaBOBbIMMU akTamy Poccuiickoit @enepanmu, B TOM unciae HacTosumm [lonoxxkeHmem.

55. loctym K mHbOpMaLMu, coaepsKaiieiics B CCTeMe MOHUTOPMHTA, 00eCIeunBaeTcs: OIepaTopoM
CUCTEMBI MOHMTOPUHTA C YUETOM CJIETYIOIIMX TTOIOKEHMIA:

a) mocTym demepaabHbIX OPTaHOB MCIIOJITHUTEIbHOJ BIACTM, OPTaHOB rOCyIapCTBEHHOJ BJIaCTU CYyOBEKTOB
Poccuiickoit ®epepaliny M opraHOB MECTHOTO CaMOYyIIpaB/ieHMs B OTHOILIIEHUY COJlepsKallleiicsl B cucTeMe
MOHUTOPMHTA MHGOPMAIMM OCYIIECTBIISIETCS B TOM UMCJIe TTIOCPEeACTBOM MHPPACTPYKTYPHI,
obecrieunBaloIeii MHGPOPMAIMOHHO-TEXHOJIOTMUYECKOe B3aMMO/IeiiCTBYEe MH(POPMAIMOHHBIX CUCTEM,
MICIIOJIb3YEeMBIX [JISI IIPeJOCTaBIeHMS TOCYIapCTBEHHBIX M MYHUIIMITAIbHBIX YCJIYT Y VICIIOJTHEHUS
roCyJapCTBEHHBIX M MYHUIIMTIAIbHBIX PYHKIIMIT B 37IeKTPOHHO dhopMe;

0) mocTyn cy6beKTOB 0OpalleHus JeKapCTBEHHbIX CPeCTB, IPeICTaBISIOMNX MH(POPMAIIO 1) BHECEH S
B CMCTeMY MOHUTOPUHTA, B OTHOIIIEHMM MTpeICTaBAeHHOM MMM MHPOpMaLK U HOPMATUBHO-CITIPABOYHOT
mMHboOpMaIMK, COAepKaIleiics: B CMCTeMe MOHUTOPUHTA, OCYILIeCTBISIETCS Uepe3 JTMYHbI KaOuHeT
cyObeKTa oOpaleHust JIeKapCTBEHHBIX CPENICTB MJIM MOCPEICTBOM MH(POPMAIMOHHBIX 3JIEKTPOHHBIX
CePBMCOB C MCIT0Ib30BaHMEM CTAaHIAPTHBIX IIPOTOKOJIOB U MHTEP(}EICOB 3IeKTPOHHOTO B3aMMO/IeiCTBUS ;

B) IOCTYT rPakJaH B OTHOILIEHUM COMeP>Kallleiicsl B CUCTeMe MOHUTOPUHTa MH(OopMaLu Mpu poBepKe
cpeAcTBa UaeHTUUKALMM OCYILECTBSIETCS B TOM UMC/ie C MCIIOb30BaHMEM caiiTa orepaTopa CUCTEeMbI
MOHUTOPMHTA B MHGOPMAI[MOHHO-Te/IeKOMMYHUKAIMOHHO ceTu "IHTepHeT" 1 MOOUJIbHOTO
TIPUIOXKEHMS.

56. Mo6wmIbHOE ITPUIOKEHME TIPU IIPOBEPKE CpeicTBA UAeHTU(MKAIMY 0O0ecrieuBaeT B TOM UMCIe
cJIeyIonie BO3MOXKHOCTY CUCTEMbI MOHUTOPMHTA:

a) CYNTHIBAHME CPEMICTB UAEHTUDUKALMY CO BTOPUYHOI (TIOTPeOUTENBCKOI) YITAKOBKY JIEKAPCTBEHHOTO
npermnapara (B cjiyuae ee OTCYTCTBMS - IePBUUHOI YIIAaKOBKY JIeKapCTBEHHOTO Iperapara);

6) oTo6pakeHe Pe3yJbTaTOB IMPOBEPKY CPEACTBA UAEHTUGUKALIMY B CUCTEME MOHUTOPWHTA,

B) BO3MOKHOCTb HAIIpaBJIEHMS CB€JIEHUIi B CUCTEMY MOHUTOPMHTA O HAPYIIEHUSIX ITOPSIIKA MapKUPOBKA
JIeKapCTBEHHBIX TPerapaTos.

57. CyobekT obpalieHus JIeKapCTBEHHBIX CPEICTB MOXKET IMOYUMUTH TOCTYI KO BCEM 3I€KTPOHHBIM
IOKyMEHTaM, IepeJaHHbIM MM B CCTEMY MOHUTOPUHTA, a TAK)Ke K 3JIEKTPOHHBIM IOKYMEHTaM,
CO3JIaHHBIM CMCTEMOJ MOHUTOPMHTA I10 pe3yJbTaTaM 00pabOTKM ITOJYUEHHBIX OT CyObeKTa 00paIeHmsI
JIeKapCTBEHHBIX CPEICTB JOKYMEHTOB, a TakKke K MHpopMaluu, oTHeceHHO# [IpaBuTenbcTBoM Poccuiickoii
denepaiuy K 0011eI0CTYITHO MHDOPMAIINMN.

VIII. Onepatop cucTeMbl MOHUTOPUHTA

57(1). OMUTEHTY CpeAcTB UaeHTUGUKALINN, 3aPEeTrUCTPUPOBAHHOMY B CCTEMe MOHUTOPUHTA U
MpeACTaBMUBILIEMY CBeIeHMSI B CMCTeMY MOHUTOPVMHTA O HAaHECEeHUM CPeJICTB UAeHTUdUKALUY Ha YIIAKOBKMU
JIeKapCTBEeHHbBIX ITperapaToB, IOMUMO CBeleHMIi, yKa3aHHbIX B ITyHKTe 57 HacTosiero [TomoskeHus,
obecrieumBaeTcs JOCTYI K MHPOpMAaIMu O CepusIX U MapTUSIX TaKUX JIEKAaPCTBEHHBIX MTPEIapaToB B YaCTH
MHbopMaIMK 0 Biafebliax JiekapCTBEHHBIX MPerapaToB U UX KOAMUeCcTBe 10 BCeit 1[eny MOCTaBKU UIn
OTTPY3KM.

57(2). [ToTpebuTeasam JeKapCTBEHHBIX ITPerapaToB obecreunBaeTCs JOCTYII K MH(popMaIum, OTHECEHHOM!
[TpaBuTenbcTBOM Poccuiickoit ®@enepaniiu K 0011e10CTyTHOM MHGOPMaIUN.



57(3). ®emepasbHBIM OpraHaM MCIIOTHUTEIbHOM BJIACTU B LIEJISIX, ONIpeae/ e HHbIX HACTOSII UM
[TonoskeHMEM, 00eCTIeUMBAETCS TOCTYM K CJIEIYIOIIVIM CBeIEeHUSIM |

a) nHdopMmaius o cyobekTax oopaiieHus 1eKapCcTBEHHbIX CPeACTB, O IeKapCTBEHHbIX MpernapaTax U ux
060poTe, HeOO6X0AVMast ISl BBITIOJTHEHMST 3a7a4 ¥ OCYIIeCTBIeHMS] (QYHKIIMIA, BO3JIOKEHHBIX Ha
(dhenmepasbHbIe OPraHbl MCIIOTHUTEIBHON BJIACTH, B LIEJISIX, ONIpeAe/IeHHbIX HACTOSIIINUM I1oIokeHneM;

0) craTucTuyeckas MHGOpMaLys o IeKapCTBEHHBIX Mperaparax 1 ux 060poTe;
B) uHdopmanus, oTHeceHHas [IpaBuTenbcTBoM Poccuiickoit @emepainy K 0011eI0CTYITHOM MHGOpMaLn.

57(4). CocraB nHbOpMaIum, ComepKaleics B CMCTeMe MOHUTOPUHTA, TOCTYIT K KOTOPO# 00ecrieuBaeTcst
(denepanmbHbIM OpraHaM MCIIOJHUTEIbHO BIACTH, OTIpeiesIsieTcs B coriallieHusax 06 MHpopmMalnyoHHOM
B3aMMO/IEICTBMM, 3aKTI0UEHHBIX OTIEPATOPOM CHUCTEMbI MOHUTOPUHTA C (heJlepaJIbHIMI OpraHaMu
WUCTIOJIHUTENIbHOM BJIaCT U MUHUCTEPCTBOM 3[IpaBooxpaHeHus: Poccuiickoi @enepanmm.

57(5). ®emepanbHOI CyskOe 10 HA30pY B cepe 3apaBOOXpaHeHMsT 06eCcreunBaeTCs JOCTYIT K
MHbOPMAIMK, COAEPIKAIIENCS B CMCTeMe MOHUTOPUHTIA, B IeJISIX

a) OCYIIeCTBJIEHMS KOHTPOJISI COOTIOIeHMSI MeIUITMHCKMMM PabOTHUKAMMU, PYKOBOAUTEISIMU MEAULIMHCKUX
opraHmu3auuit, GpapmMaleBTUIeCKMMM pabOTHUKAMM U PYKOBOAUTEISIMM alITeUHbIX OPTaHM3aLuii
orpaHMUYeHUI, IPUMEHSIeMbIX K HUM IIPU OCYIIeCTBIeHMY ITPOodeCcCcUOHaTbHOM TesITeTbHOCTU B
COOTBETCTBUM C 3aKOHOIAaTe/IbCTBOM Poccuiickoit ®emepaniim;

6) ocylecTBIeHNs TOCYAAPCTBEHHOTO KOHTPOJIS (Haa30pa) B chepe obpalieHust 1eKapCTBEHHbBIX CPeICTB;

B) NMPOBEeJIeHNSI MOHUTOPMHIA aCCOPTUMEHTA U 1leH Ha XM3HEeHHO He0OX0JMMble U BaskHeIIIe
JIeKapCTBeHHbIe MpernapaThi;

I') OCYLLeCTB/I€HMS B YCTAHOBJIEHHOM ITOpSJIKe [IPOBEPKYU NeATe/bHOCTY MeOULIVHCKUX M allTeYHbIX
OpraHmusaluii, OpraHu3anuii OIITOBOI TOProOBJIN JIEKAPCTBEHHBIMMU CpeiCTBAMM, LPYTUX OpraHn3aLuii u
VMHIMBUAYAIbHBIX IPEAIIPMHMMAaTeel, OCYleCTBISIOIMX AesiTeIbHOCTD B cepe 3apaBOOXpaHeHMsI.

57(6). ®enmepanbHOI HATOTOBOJI CITyskOe 06ecIeunBaeTCs JOCTYI K MHGOpMaIuy, ColepsKalieics B
CUCTeMe MOHUTOPUHTA, B LeJISIX:

a) OCYIIeCTBJIEHMS KOHTPOJISI M HaZ30pa 3a NMPaBUAbHOCTBIO UCUMCIIEHNS, TOJTHOTOM M CBOEBPEMEHHOCTBIO
BHECEHMSI B COOTBETCTBYIOIINIT OI0IKeT OI0MKeTHO cucTeMbl Poccuiickoit @emepatiuy HaJIOroB 1 COOPOB,
a B cayvasix, MpeayCcMOTPEHHBIX 3aKOHOIaTe/IbCTBOM Poccuiickoit @enmepalinm, - 3a MpaBUIbHOCTHIO
MCUMCIEHMST, TIOJTHOTO ¥ CBOEBPEMEHHOCTHIO BHECEHMSI B COOTBETCTBYIOII NI OO/IKET MHBIX
00s13aTe/IbHBIX IJIaTeXel;

0) KOHTPOJISI COOTIOAEHNST TPeOOBaHMIT K KOHTPOJIbHO-KAaCCOBO TEXHMKE, TOPSIAKA U YCIIOBUIL ee
perucTpauuy u IpuMeHeHUs ;

B) KOHTPOJISI yUeTa BHIPYUKM I€HEKHbIX CPEACTB Y I0PUANUECKUX JIUIL U UHAVBUIYATbHBIX
MpearpuHuMaTeei;

I‘) OCYLIECTBJIEHMS KOHTPOJJIbBHBIX MQPOHpMHTMﬁ, BK/IIO4as KaMepaJibHbI€ M BbI€3JHbIE ITIPOBEPKNA.

57(7). ®enepanbHOI TaMOKEHHO CTy>k0e obecrieunBaeTcsl JOCTYI K MHGOpMaInm, cogepskalieiics B
CUCTeMe MOHUTOPUHTA, B IeJIsIX 00ecIieueHus MpeayCcMOTPEeHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoii
denepanyy MOTHOMOYMI IO OCYLIECTBIEHMIO TAMOXKEHHOTO KOHTPOJIS 3a TPOAYKI[Mel, BBO3UMOI B
Poccuiickyro @epnepaiinio, B TOM YKC/Ie TAMOKEHHOTO KOHTPOJIS ITOC/Ie BBIMTyCKa TOBAPOB, a TaKkKe
KOHTPOJIS 38 IPaBWIbHOCTBIO MCUNCIIEHUS] M CBOEBPEMEHHOCTBIO YIUIAThl TAMOXXEHHBIX MOILIIVMH, HAJIOTOB,
CrielMaabHbIX, aHTUAEMIIMHTOBbIX KOMIT€HCAI[MOHHBIX MOIIMH U UHBIX IJIaTeXeii, B3MMaHMe KOTOPbIX
BO3JIOK€HO Ha TaMOXXeHHbIe OPTaHbl.

57(8). ®emepanbHOI CyskOe rocy1apcTBEHHOM CTaTUCTUKY 00ecIieunBaeTcs JOCTYI K MHpopmainu,



coJiepsKalleiicsi B CUCTeMe MOHUTOPUHTA, B LIeJISIX 00ecreueHns OCyIecTBaAeHUsT GYHKIMIA 110
(hopMupoBaHNIo 0OPULIMATBHOM CTATUCTUUYECKO MHDOPMALIMM O COLIMAIbHbIX, 9KOHOMUYECKUX,
nemorpaduueckux, SKOJOTMUYEeCKMUX U IPYTUX 00IeCTBEHHBIX ITpolleccax B Poccuiickoit demeparium.

57(9). ®emepanbHOI aHTUMOHOIIOIBHO CTY>KO€e 06ecrieunBaeTcst JOCTYIT K MHGOpMAaIlny, comepsKalieincs
B CMCTE€MEe MOHUTOPUHTA, B IEJISIX OCYIIECTBIEHMS rOCyIapCTBEHHOIO KOHTPOJISI 38 COOTIOIeHEM
aHTMMOHOIIOJIBHOTO 3aKOHOAATe/NbCTBa B Poccuiickoii Pepepanyin.

58. OmepaTop cucTeMbl MOHUTOPUHTA 10 COTIAaCOBaHUIO ¢ MMHUCTEPCTBOM 3/IpaBooxpaHeHust Poccuiickoii
@enepanyu u ®egepanbHOI CTY3KO00¥ 110 HAI30pY B cepe 3apaBOOXpaHeHNsT 00ecIieunBaer:

a) co3gaHue, pa3BUTHE, BBOJ, B 9KCIUTyaTalMIO, SKCILTyaTalMIo U BbIBOJ, M3 SKCILTyaTallM CUCTEMbI
MOHMUTOPMHTA, IIpegoCcTaBaeHre MHOOpMaIMK, COIepPKalleiics B CMCTeMe MOHUTOPUHTA, U
B3aMMO/Ie/ICTBIE CUCTEMbI MOHUTOPUHTA C MHBIMM MHGOPMAIMOHHBIMY CUCTEMAMMU;

0) peanM3anMI0 MEXaHM3MOB OOIIECTBEHHOTO KOHTPOJIS, BK/IIOUas MpueM MHOOpMaI O pe3yibTaTax
MIPOBEPKM CPEACTB UAEHTUPUKALIUYI U KaT00bl GU3MUeCKUX U I0PUOMYECKUX JINILL, UHAUBULYATbHBIX
MpeNpuHUMaTeieit, XxpaHeHe, 00pabOTKy U repeavy 3Toi MHGOPMAI Y B YIIOJTHOMOYEHHbIE
(benmepanbHbIe OpraHbl MCIIOJIHUTEIHHON BIACTH.

59. OnepaTop cuCTEMbI MOHUTOPMHIA HECET OTBETCTBEHHOCTDh B COOTBETCTBUM C 3aKOHOATETbCTBOM
Poccuiickoit ®epgepann:

a) 3a XpaHeHMe BCeX JaHHbIX U 3anucein TpaH3aKHMﬁ B 6ase OAHHBIX, PETUCTPUPYEMBIX B CUCTEME
MOHMUTOPMHTIA,

6) 3a IeJIOCTHOCTb, COXPaHHOCTb M HEIIPOTUBOPEUMNBOCTD I/IH(l)OpMa]_II/II/I B CMCTEME MOHUTOPUHIA,

B) 3a BeJIeHMe U XpaHeHMe eAVHbIX PeecTPOB, CITPAaBOYHO-HOPMAaTUBHO MHGOpPMAaLK, KiaccuuKaTopoB
1 hopmaToB 0OMeHa JaHHBIMMU;

r) 3a 6ecriepebOiTHYIO ¥ OTKA30YCTONYMBYIO pabOTy CMCTEMbI MOHUTOPMHTA;

1) 32 BOCCTAHOBJIEH)E PabOTOCIIOCOOHOCTH CUCTEMbI MOHUTOPMHTA M €€ KOMIIOHEHT TI0C/Ie YCTPaHEeHUS
c60€eB TIpM YCJIOBMM TTOJTHOTO YCTPaHEHMS IPUYMH, BbI3BABLIMX COO¥, a TAKKE 32 COXpaHEHME 1eJIOCTHOCTY
YCTaHOBJIEHHBIX Ha cepBepax MPOTpaMMHO-TEXHUUECKMUX CPeJICTB U 6a3 JaHHbIX;

€) 3a CTPYKTYpPHOE pe3epBUpPOBaHME, aBTOMATHUECKOe BbIsIBIIeHNe (haKTa OTKa3a CepBEPHOro y3/1a U
nepekIIloueHe 3aa4 Ha IPYToii CepBEPHBIN y3€Jl, a TAKKe 3a HaJIMuMe pe3epBUPOBAHHOTO U
OvBepCcUPUIMPOBAHHOTO 10 MOIK/IIOUEHMIO K ITPOBaiiiepamM CeTeBOro JOCTyIIa;

) 32 MHGOPMAaILIMOHHYI0 6€30MaCcHOCTb U 3aIIUTY JaHHBIX OT HECAHKIIMOHMPOBAHHOTO JOCTYIIA U YTEUKN
uHbOpMaIUM;

3) 32 KOHCY/IbTAI[MOHHYIO U TeXHUUYECKYIO MTOIIePXKKY CyObeKTOB 00pallie His JieKapCTBEHHBIX CPEJICTB
CUCTEeMbI MOHUTOPUHTA ¥ MOOMJIBHOTO TTPWIOKEHUS )1 QU3UUECKUX JIAIIL;

1) 3a cOop 1 aHa/IM3 oOpallleHN i IpUANIeCKUX U GU3UIeCKUX UL, UHAUBUIYATbHbIX MTpeapuHuMAaTenei
C LIeJIbIO TIOCTAHOBKM 3aj1au Ha JOPAbOTKY M MOAepHMU3AI1I0 6a3 JaHHBIX.

60. OmepaTop cUCTEMbI MOHMTOPMHTA B CJIydae cO0sI B CMCTEME MOHMTOPWHTA, TTOBJIEKIIETO 3a CO60ii OTKa3
B IIpMeMe CBeJIeHMi OT CYyObeKTOB 0OpalleHusI JiIeKapCTBEHHBIX CPEJICTB O COBEPIIIEHHBIX OMepaIusx,
pasmMelnaeTr Ha opuUIMaJIbHOM caliTe orepaTopa CUCTeMbl MOHMTOPUHTA B MHMOPMAI[MIOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "VIHTepHeT" ciieAyloliye CBeIeHMSI:

a) I/IH(l)OpMaI_U/IH o cboe He Imo3agHee 4 9acoB C MOMEHTA €ro BO3HMKHOBEHNAI;

6) nadopmaiys 06 ycTpaHeHUM IIPUUMH CO0ST ¥ BOCCTAaHOBJIEHM M TTOJTHOM Pab0TOCIIOCOOHOCTY CUCTEMBI
MOHUTOPMHTA He Mo3AHee 4 YacOB C MOMEHTAa BOCCTAHOBJIEHMSI TIOJTHOM pabOoTOCTIOCOOHOCTM CHUCTEMBbI



MOHUTOPHMHTIA C YKAa3aHMEM ITPOOOJIDKUTEJIbHOCTU OIPDAaHMYEHUS B €€ pa60Te.

[Tpunoxkenne N 1

K [Tos105keHMI0 O cMCTeMe MOHUTOPMHTA
I BVKeHMS JIeKaPCTBEHHbBIX IIpenapaToB
IJ1S1 MeULIMHCKOTO TIPUMEHEeHU ST

CBEJEHNA],
[TPEJCTABJIAEMBIE 'OCYIAPCTBEHHBIMI NHO®OPMAIIVMOHHBIMUA
CUCTEMAMMU ®EJIEPAJIbHBIX OPTAHOB VICITIOJTHUTEJIbHON BJIACTU
B CUCTEMY MOHUTOPHHTI'A IBVJKEHMS IEKAPCTBEHHBIX TIPETTAPATOB
JJIA MEOMLIMHCKOI'O ITPUMEHEHN, A TAKXE CBEIEHNS, ITEPEJJABAEMBIE
13 CUCTEMbI MOHUTOPUHI'A IBMPKEHMS JIEKAPCTBEHHBIX TIPEITAPATOB
JJI1 MEOULIMTHCKOTI'O ITPUMEHEHNM S

1. I3 EquHOoro peectpa JULeH3UI Ha IIPOU3BOICTBO JIEKAPCTBEHHbBIX CPEACTB OJ14 1ieJieil Iepeaadn
MHOOpMAIUK O TULIEH3USIX Ha ITPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB ITPOMU3BOINUTEJIST TIEKAPCTBEHHbBIX
CpeACTB, SBJSIONIEroCs OpraHmu3alyeii, mpu3HaBaeMoi HaJIOTOBbIM pe3uaeHTOM Poccuiickoit @egepaiinn,
B CUCTEMY MOHUTOPUHTIA IBVM>KEHUS JIeKapCTBEHHBIX ITPenapaToB AJ1s1 MeIULIMHCKOTO IPUMMEHEeH s (Jajiee
- CCTeMa MOHUTOPUHTA, JIeKapCTBEHHbIE MperapaThl) MpeACcTaBlISOTCS CIeayIolue CBeIeHns:

a) uAeHTU(GUKAIMOHHbBI HOMEP HaJIOrOIIaTe bIIMKa IIPOU3BOAUTEIS T€KaPCTBEHHBIX CPEICTB;

6) OCHOBHOJ IOCYIapCTBEHHBIN PETUCTPALIMIOHHBIN HOMEp ITPOMU3BOINTEIS TEKAPCTBEHHBIX CPEICTB;
B) HAMEeHOBaHMe TIPOU3BOAUTEIS IEKAPCTBEHHBIX CPEJICTB;

r') HOMeD JINLeH3UH;

1) maTa BbIAAuM JUIIEH3UM;

€) CTaTycC OeliCTBUS TULLeH3UN;

K) JaTa U3MEHeHMsI CTaTyca AeiCTBUS JIULEH3UN;

3) apec MecTa OCYIIeCTBIeHUS AesITeTbHOCTM COTIACHO JIMIeH3UY (TJI00aTbHbIN YHUKATbHbIN
MIEHTU(PUKATOP aAPeCcHOro 00beKTa B heiepasbHOI MHPOPMALIMOHHO apecHO CUCTeMe U OIMCaHMe
aJIpecHOro 0O'bEKTA);

) mepevyeHb paboT U yCIIYT, MPeAYyCMOTPEHHBIX JIUIIEH3 eI ;
K) TIepeueHb JIeKapCTBEeHHBIX (POpM, ITpeayCMOTPEHHbIX JULIeH3Mel;
J) IOTIOJIHMTEJIbHOE OIMCaHMe 1o paboTam (yoryram).

2. VI3 equHOrO peecTpa JUIeH3U, B TOM YKCie JULeH3U, BbIJaHHBIX OpraHaMy roCcyiapCTBEHHO BAACTU
cyobekToB Poccuiickoit @emepanuy B COOTBETCTBUM C TIepeAaHHbIM IOJTHOMOYMEM I10 JINIIEH3UPOBAHUIO
OTHEeIbHBIX BUAOB IeSITeTbHOCTH B chepe OXpaHbl 3I0POBbS, /IS 1ejieil mepemaun MHGOpMaIUK O
JIULIEH3USIX CYO'bEKTOB 00palleHNsI JIEKApCTBEHHBIX CPEJICTB, SIBJISIOIINMXCS OPTaHM3aUIMU,
IMPM3HABAE€MbIMU HAJIOTOBBIM pe3uaeHTOM Poccuiickoii @enepanum, Uian MHAUBUAYATbHBIMU
MMpeaIpMHUMATEeNISIMU, B CUCTEMY MOHMTOPUHTA MIPeICTABIISIIOTCS C/IeAYIONIie CBeIeHS :

a) MOeHTUGMKALIVOHHBII HOMe P HaJIOToIuIaTebIMKa CyObeKTa 0bpalieHns 1eKapCTBEHHbBIX CPeJICTB;
6) HOMep JUIEeH3UM;
B) laTa Havaja JeliCTBUS ITULIeH3UM;

I) agpec MecTa OCYIIeCTBIeHMUS AesITeTbHOCTY COTJIACHO JUIeH3UM (TJI00aJbHbIN YHMUKATbHBIN
MUIeHTUGUKATOP aipecHOTo 00bekTa B elepabHOM MHPOPMALIMOHHOI aipecHO cucTeMe U OINucaHue);



Il) CTATyC OeiCTBUS IUIeH3UM (MAEeHTUHUKATOP U OMMCcaHue);
€) maTa M3MeHeHMs CTaTyca AelCTBUS TULIeH3UN;
3K) TIepedeHb paboT U YCIyT, IIPeIyCMOTPEHHBIX JIMIeH3el (MAeHTU(UKATOPHI U OMMCaHME).

3. VI3 equHOI1 rocyiapcTBeHHOM MHGOPMAIMOHHOM CUCTEMBI B cepe 34 paBOOXpaHeHMST IJIs 11esIeii
ONMCaHMS JIeKaPCTBEHHBIX ITPEMapaToB B CUCTEMY MOHUTOPMHTA MIPEICTAB/ISIOTCS CAeOYIOIINe CBeIeHMSI :

a) YHVIKaHbeII;'I I/IILEHTI/I(l)I/IKaTOp 3alMcy B €efMHOM CTPYKTYPUPOBAHHOM CIIPABOYHMKE-KATaJI0Tre
JIEKapCTBE€HHBLIX IIPEIIapaToB;

6) HOMep PerucTpaluoOHHOrO YA0CTOBEPEeHMS JeKapCTBEHHOTO IIpernapara;
B) laTa TOCYAApPCTBEHHO perucTpanum JjeKapcTBeHHOTO mpernapara;
T) CTATyC AeMCTBUS PETUCTPAIMOHHOTO YIOCTOBEPEHMS JIEKaPCTBEHHOTO Mperapara;

1) MeKIyHapOIgHOe HellaTeHTOBAaHHOe, MJIM TPYIIIMPOBOYHOE, W/IM XMMUUECKOe HaMEeHOBaHe
JIeKapCTBEHHOTO IpernapaTa;

€) HaMMeHOBaHMe JepsKaTesl UM BIaeblia PerucTPpaIMOHHOTO YAOCTOBEPEHMS JIEKaPCTBEHHOTO
mpernapara;

K) CTpaHa perucTpaiyu AepskaTesis WIN Bafiesblia PErMcTPaliOHHOTO YIOCTOBEPEHNS JIEKAPCTBEHHOTO
npernapara;

3) KO HaJ/IOTOINIATE/IbIIMKA AepiKaTeIsd UK Bliade/iblla PETNCTPAIMMOHHOIO YOIOCTOBEPEHM A
JIEKAPpCTBEHHOIO IIperapaTa B CTpaHe perucTpanimmn;

I/I) IMPpU3HaK HaJIN4YMA JIEKapCTBEHHOTI'O ITpelriapaTa B I1IepedyHe )KM3HEHHO HEO6XO,I[I/IMbIX Y BasKHEMIINUX
JIEKaApCTBE€HHBLIX IIPEIIapaToOB;

K) TOProBOoe HaMeHOBaHMe JIEKAPCTBEHHOTO Ipernapara;

J) IepBUYHAs yIIaKOBKa JIeKaPCTBEHHOIO Iperapara;

M) KOJIMYEeCTBO JieKapCTBeHHO (OpMbI B ITIepPBUYHOI YITaKOBKE;

H) BTOpMYHAas (IOTpebuTeIbCKast) YIIaKOBKA JIeKaPCTBEHHOTrO Ipernapara (IIpy HaJIMunum);

0) KOJIMYEeCTBO MTepPBUYHO YITAaKOBKM JIEKAaPCTBEHHOTIO IperapaTta BO BTOPUYHOI (ITOTPeOUTETbCKO)
yI1aKOBKe JIEKapCTBEHHOTO Tipernapara (Ipy HaJIMuun);

1) IeKapcTBeHHas hopma;
P) KOJIMUYeCTBO eIMHULL U3MepeHMsI 03U POBKM JIeKapCTBEHHOTO Iperapara;

C) HaMeHOBaHMe CyObeKTa 06paleHs IeKAaPCTBEHHbBIX CPEICTB, OCYIIECTBSIONIEro ¢hacoBKy (YIIaKOBKY)
JeKapCTBEHHBIX MTpernapaToB BO BTOPMUHYIO (TOTPeOUTeTbCKYI0) YITAaKOBKY JIeKapCTBEHHOTO Mpernapara (B
cJydae ee OTCYTCTBUS - TIEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO Mperapara);

T) KO, HAJIOTOILIaTe IbIIYIKA CYO'beKTa 0OpallleHNs JIEKAPCTBEHHBIX CPEICTB, OCYIECTBIISIONIETO (haCOBKY
(YTIaKOBKY) JIeKapCTBEHHBIX ITperapaToB BO BTOPMUUHYIO (TOTPeOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npernapara (B cJiyuae ee OTCYTCTBUS - IEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO MperaparTa), B CTpaHe
perucTpanum;

y) CTpaHa perucTpanum cyobekTa oopaiieHust ieKapCcTBEHHbBIX CPeJICTB, OCYILEeCTBISIONIEro hacoBKy
(YITaKOBKY) JIeKapCTBEHHBIX MPerapaToB BO BTOPUYHYIO (TOTPEOUTENBCKYIO) YITAKOBKY JIEKapCTBEHHOTO
rperniapara (B cily4ae ee OTCYTCTBMS - [IEPBMUYHYIO YIIaKOBKY JIeKapCTBEHHOTIO IIperapara);



&) anpec mecTa OCyIleCTBIEHNS AeATEIbHOCTY CYObeKTa 0OpalleHNsI JieKapCTBEHHBIX CPEJICTB,
OCYIIeCTBJISTIONEero GpacoBKy (YITAaKOBKY) JIEKAPCTBEHHBIX ITPEIIapaTOB BO BTOPUUHYIO (ITOTPEOUTETHCKYIO)
YIIaKOBKY JIEKapPCTBEHHOTO TIperapara (B cjiyuae ee OTCyTCTBUS - IEPBUUYHYIO YITAKOBKY JIEKAPCTBEHHOTO
rpenapara), yKa3aHHbIN B JIMIIEH3UM Ha ITPOM3BOACTBO JIEKAPCTBEHHBIX CPENICTB IIPU HAJIMUNM TaKOMN
MuieH3uM (T7100a/IbHBIN YHUKAIbHBIN MAeHTUGUKATOP aJpecHOro 06beKkTa B pemepanbHOIA
MHMOPMaIMOHHO aipeCcHOIi CUCTeMe U OICaHue);

X) HauMeHOBaHNue CY6’bEKTa O6paI.LleHI/I$I JIEKaAPpCTBEHHbIX CPEACTB, OCYIIeCTB/IAIOLIEro CTaanio
BBIITYCKAIOIIETrO0 KOHTPOJIA KayeCTBa,

I_l) KO HaJIOTOoIlJIaTeJIbIIIMKa CYG'I)EKTa O6p8.H.[€HI/IH JIEKapCTBE€HHbIX CPeACTB, OCYLIECTBJ/IAIOIIEro CTaAnI0
BLIITYCKAIOIIErO0 KOHTPOJIA KadyeCTBa B CTpaHe pErmcTpainn;

Y) CTpaHa permcTpanym cyobekTa obpalieHus JieKapCTBEHHbIX CPeICTB, OCYIeCTBIISIIONIEro CTa U0
BBIITYCKAIOIIEr0 KOHTPOJISI KAUueCTBa;

11I) aJipec MeCTa OCYIIeCTBIeHMS NesaTeIbHOCTM CyObekTa oOpallleHNsl JieKapCTBeHHBIX CPefiCTB,
OCYILECTBJISIIOLET0 MPOM3BOACTBEHHYIO CTaINIO BBITYCKAIOLIEro KOHTPOJIS KauecTBa, yKa3aHHbI B
JIUTIEH3 WY Ha TTPOU3BOACTBO JIEKAPCTBEHHbIX CPEJICTB IIPU HAIMYUY TaKOM JIUIeH3UM (TII00/IbHBI
YHUKAJIbHBIN UAEHTUDUKATOP a[pecHOTO 06beKTa B hefepanbHO MHGOPMALIMOHHO aipeCcHO cucTeme 1
onucaHue);

1) laTa perucTpauyy npeaeabHO IeHbl Ha JIEKApCTBEHHBII Mpernapar;
bl) TIpeie/IbHAsT 3aperucTPUPOBAHHAS I[eHa B PyOJIsX;

5) HaMeHOBaHMe Cy0beKTa oOpalieHNsI JIeKapCTBEHHBIX CPEICTB, OCYIECTBIISIIONIEro CTaINI0
MPOM3BOJICTBA TOTOBOJ JIeKapCTBEHHOV (POPMBI;

10) KOJI HaJIOTOIIaTe/bIMKa CyObeKTa 0O palieHysl TeKapCTBEeHHbIX CPeICTB, OCYIECTBISIONIEro CTaAUI0
MPOM3BO/ICTBA TOTOBOJ JIEKAPCTBEHHOI (D OPMBI B CTpaHe permcTparnum;

s) CTpaHa perucTpanum cyobekTa obpalneHus JIeKapCTBEHHbIX CPeJICTB, OCYIECTBIISIIONIEr0 CTaUI0
MPOM3BO/ICTBA TOTOBOJ JIEKAPCTBEHHO (hOPMBI.

4. V3 EnyiHOrO rocyiapCTBEHHOTO peecTpa IpuanIYeCcKUX Jul, U EQMHOro rocygapCcTBEHHOIO peecTpa
VHOVBUIYAJIbHBIX NIpefIIpUHMUMATEIeil COOTBETCTBEHHO B LIeJISIX TTOATBEePXKAEeHUS JOCTOBEPHOCTU
CBEJIEHMI1 0 TOCYAapCTBEHHOI PErucTpal Cy0'beKTOB 00 palleHNsI JIEKAPCTBEHHBIX CPeJICTB, SIBJISIOIINXCS
OpraHm3anyusIMu, IpMU3HaBaeMbIMM HAJIOTOBBIM pe3umeHToM Poccniickoii enepanuuu, Uim
UHIOVBUAYAJbHBIMU NIPEeATIPUHMUMATENSIMM, B CUCTEMY MOHUTOPUHTA IIPEACTABIISIOTCS ClIeAyol e
CBeeHMSI:

a) uaeHTUGMKALMOHHbBI HOMe D HaJI0roIuiaTeablKa CyobeKTa 00paleHus JeKapCTBEHHbBIX CPe/ICTB;
0) Kof, HaJIOTOBOT'O OpraHa;

B) KOJI CTaTyca I0pUIMUECKOTO JIMIA VI MHAUBUIYAJIbHOTO IPeaIIpMHMMATE/IS;

I) HaMeHOBaHMe CyObeKkTa 0OpaleHus IeKapCTBEHHbIX CPeICTB;

I) CTATYC 3aMyCH O PerMCTPaLy I0PULMUECKOrO LA MK MHIUBUAYAIbHOIO MpeapUHMaTeN;

€) CBeZleHMSI 0 PYKOBOAUTENIe CyO'beKTa 00palie sl 1eKapCTBEHHbIX CPeJICTB MY 00 MHAVBUIYATbHOM
MpepyuHuMaTee.

5. VI3 rocymapCTBEHHOTO peecTpa aKKpeaMTOBAHHBIX (PUIMAIOB, IIPeICTaBUTEIbCTB MHOCTPAHHBIX
IOPUINYECKUX JIUIL B LIEJISIX TTOATBEPXKIEeHMSI TOCTOBEPHOCTY CBeeHMIT O permcTpaLym IpeICTaBUTeIbCTB
MHOCTPAHHbIX OPTaHU3aLNA, SIBJISIONIMXCS TepsKaTeJIsIMI WIN BlIafenbllaMy PeruCcTpalioHHOTO
yIOCTOBEPEHMS JIEKAPCTBEHHOTO Mpernapara, Ha Tepputopuu Poccuiickoit @epepanym B cuctemy



MOHUTOPUHTA MPeACTaBJSIOTCS CAeayolie CBeLeHs :
a) AeHTUGUKAIMOHHBI HOMEP HaJIOTOIIaTe/bIMKa ITPeACTaBUTEIbCTBA;
0) KoJ, HaJIOTOBOT'O OpraHa yueTa IpeACcTaBUTe/IbCTBA;

B) HAaMMeEHOBaHMe MPeACTaBUTEIbCTBA;

r) HoMep 3amnucy 06 akKpeguTaIum;

1) cBemeHMsI 00 MHOCTPAHHOI OpraHu3aln;

€) KOJ, COCTOSTHUS aKKpeauTaln;

K) CB€I€HMS O pYKOBOAUTEJe TIPeCTaBUTEeNbCTBA.

6. 113 aBTOMaTM3MpPOBAHHO MHPOPMAILIMOHHO cucTeMbl PemepanbHO CIYKOBI 10 HaI30PY B chepe
3paBOOXpaHEeHMS B IeJISIX 00ecIieueHms: 6€30MacHOCTM B CUCTEMY MOHUTOPMHTA MPeICTaB/SIOTCS
cyleylone cBefieHus 0 BbIBoie (00 OTMeHe BbIBOIA) U3 0OpalieHusl JeKapCTBEHHbIX ITPernapaTosB 1o
MHUIIMATHBE YIIOJIHOMOYEHHOTO (heJlepaTbHOTr0 OpraHa UCIIOTHUTENbHOM BIACTH:

a) IaTa, ¢ KOTOPOi HeOO6XOaMMO 00€eCIIeunTh BhIBOJ, (OTMEHY BbIBOIA) JIEKAPCTBEHHOTO Mperapara 13
obpalieHus;

6) HOMep PerucTpPaluyoOHHOrO YAOCTOBEPEHMS JeKapCTBEHHOIO IIpernapara;

B) JlaTa roCygapCTBEHHOM perucTpanum JeKapCcTBeHHOro Ipernapara;

') OCHOBaHMe BbIBOJIA (OTMEHBI BbIBO/IA) M3 0OpaIleHMs TeKapCTBEHHOTO Mpernapara;

Il) PEKBU3UTHI TOKYMEHTA O BbIBOJe (00 OTMEHEe BhIBOA) 13 0OpallleHus JeKapCTBEeHHOro Ipernapara;
) [JI00aTbHbIN UAeHTU(PUKAIIMOHHbIV HOMEDP TOPTrOBOM e AMHUIIbI;

3K) HOMep IPOU3BOICTBEHHON Cepuu;

3) uAeHTUPUKALMOHHBI/ HOMeP HaJIoToTIaTeNlbIKa CyobeKTa 0bpallle Hisl IeKapCTBEHHbBIX CPeJICTB
(ecnut OCyILIeCTBSIETCS] U3BSITHE TOJBKO Y OOHOTO CyObeKTa oOpalleHusI JieKapCTBEHHBIX CPEJICTB, a He
U3BSITUE BCEI cepun (IapTun).

6(1). 3 cucTeMbl MOHUTOPUHTA B 11e/ISIX TIOATBEPKAEHMS JOCTOBEPHOCT CBEIEeHMIA, TIpeiCTaB/sieMbIX
cyObeKkTaMy 0OpalleHusl JIeKapCTBEHHBIX cpelicTB B PeepaabHyI0 CTYK0Y 110 HaA30py B cdepe
3IpaBOOXPAaHEH NS IIPU BBOJIe JIEKAPCTBEHHBIX ITPENapaToB B IPasKIaHCKMUIT 060POT, ITepesaloTcs B
aBTOMATM3MPOBAHHYIO MHGOPMALMOHHYIO cucTeMy DemepanbHOI CTYysKObI IO HaI30py B chepe
3IpaBOOXpaHeHMs Caeyolye CBeJleHNs O TaKUX JIeKapCTBeHHbBIX IperapaTax:

a) uIeHTU(GUKAIMOHHbBII HOMEep HaJIOTOIIaTe/bIINKa CyObeKTa 06paleHusI JiIeKapCTBeHHBIX CPeJICTB,
ocymiecTBMUBIIEro ¢gacoBKy (YIIaKOBKY) JIEKAPCTBEHHBIX ITPEIIapaTOB BO BTOPUUHYIO (ITOTPEOUTENBCKYIO)
YIIAaKOBKY JIEKapCTBEHHOTO Tpernapara (a pyu ee OTCYTCTBUM - IIEPBUUYHYIO YIIAKOBKY JIeKapCTBEHHOI'O
rperiapara) Ipy IMpou3BOACTBE JIEKAaPCTBEHHOTO TperapaTa Ha Tepputopun Poccniickoit @enepaunm uiamn
OCYIIeCTBUBIIIEr0 BBO3 B Poccuiickyro @eepaliniio 1 TAMOXKEHHOE JeKIapupoBaHMe JIEKAPCTBEHHOTO
Tperniapara B CTyuyae BBOJIa B TPasKIaHCKMI 000POT JIeKapCTBEHHOTO IIpernapara, Ipou3BeIeHHOTO BHe
Tepputopum Poccuiickoi ®egepaiinmu;

6) HaMMeHOBaHMe CyObeKTa 00palleHus JieKapCTBEHHBIX CPEJICTB, OCYIeCTBUBILIEro (pacoBKY (YIIaKOBKY)
JIeKapCTBeHHBIX MIperapaToB BO BTOPUUYHYIO (MIOTPeO6UTeNbCKYI0) YIIAKOBKY JIeKapCTBEHHOTO Ipernapara (a
P ee OTCYTCTBUM - TIEPBUYHYIO YIIAKOBKY JIeKAPCTBEHHOTO ITperiapara) py Mpou3BOACTBe
JIeKapCTBEHHOTO TIperapaTta Ha Tepputopun Poccuiickoin ®@emepaiiiy Ui OCyIlleCTBUBILIETO BBO3 B
Poccuitckyio ®enepaiiyio ¥ TaMOskeHHOe JIeKIapupoBaHue ieKapCTBeHHOro Mpernapara B cyyae BBOJa B
rpaxkIaHCKMii 000pOT JieKapCTBEHHOTO Tperapara, pou3BeleHHOTO BHe Tepputopuu Poccuiickoit



Qenepauuu;

B) CBeJIeHMSI O JIeKapCTBEHHOM ITperaparTe, IoJyYeHHbIe B paMKaxX OIMMCaHMs IEKapCTBEHHOTO Ipernapara B
CUCTeMe MOHUTOPUHTA B COOTBETCTBUM C ITyHKTOM 33 [To/IoXkeHMsI O CCTeMe MOHUTOPUHTA ABUKEeHUS
JleKapCTBEHHBIX MperapaToB /1S MeAUILIMHCKOTO IPMMeHeHMs, yTBePXKIeHHOTO ITOCTaHOBJIEHEM
[TpaBuTenbcTBa Poccuiickoit ®emepanyu ot 14 nekabps 2018 r. N 1556 "O6 yrBepskaeHun [TookeHUs O
cUcTeMe MOHUTOPMHTIA ABVKEHMS JIeKapCTBEHHBIX MIPEeIapaToB IS MeIUIIMHCKOTO MPUMeHeHus";

') HOMep IIPOU3BOACTBEHHO Cepun;
I) 06beM MPOU3BOACTBEHHOI CEPUN;

e) JaTa yrmakoBKy ((pacoBKM) JeKapCTBEHHOTO IIpernapaTa BO BTOPUUHYIO (TOTPeOUTENbCKYIO) YITAKOBKY
JIeKapCTBEHHOTO Tperapara (a Ipu ee OTCYTCTBUU - TIEPBUYHYIO YIIAaKOBKY JIEKAPCTBEHHOTO TIperapara)
TIpU IPOU3BOJICTBE JIeKAaPCTBEHHOIO Mpernapara Ha Tepputopun Poccuiickoit @enepaiinm;

K) UAeHTU(PUKAIMOHHBII HOMEpP HaJIOToIuIaTe IbIKa COOCTBEHHMKA JIEKaPCTBEHHOTO Ipernapara Ipu
KOHTPAKTHOM (MOAPSAHOM) ITIPOU3BOACTBE JIEKAapPCTBEHHOTO TpelapaTa Ha TeppuTopuu Poccuniickoin
denepanymy;

3) HaMMeHOBaHMe COOCTBeHHMKA JIEKAaPCTBEHHOTO ITpernapara Impy KOHTPAKTHOM (TTOAPSITHOM)
IIPOU3BOLCTBE JIeKapCTBEHHOTO IIpernapaTa Ha TeppuTopuu Poccuiickoilt @enepaunm;

U) IlaTa perucTpalnum TaMOKEHHOM JeKlapaluy Ha JeKapCTBEHHbIN MIperapar B cJiyuae BBOAA B
IpaskIAaHCKMIT 000POT JIeKapCTBEHHOTO ITperapara, Ipou3BeleHHOro BHe TeppuTopun Poccuiickoii
Qenepauuu;

K) perMCTpalMOHHbII HOMep TaMOXXeHHOI JeKaapaluyuy Ha JeKapCTBeHHbIN [Ipernapar B cjydyae BBOJa B
rpakIaHCKMIT 000POT JIeKapCTBEHHOTO IIpernapara, IMpou3BeeHHOI0 BHE TeppuUTOpum Poccuiickoit
Qenepaluu;

JI) DaHHbIE O BBIMTYCKE IS BHYTPEHHEro MoTpebieHNsI JIeKapCTBEHHOTO IIperapaTa B ciyyae BBO/a B
IpakIaHCKMII 0060POT JIeKapCTBEHHOTO IIpernapara, IIpou3BeAeHHOI0 BHe TeppuTopum Poccuiickoit
denepalyu.

6(2). 3 aBTOMaTH31MpoBaHHOM MHPOPMaILMOHHOI cucTeMbl DeepanbHOI CYKObI IO HaA30pY B cdepe
3IpaBOOXpPaHEeHMSI B LEJISIX MMOATBEPKIEHMS JOCTOBEPHOCTH CBeeHMIT O BBOJE JIEKAPCTBEHHBIX
MpernapaToB B IPAKIAHCKMIT 000POT B CHMCTEMY MOHUTOPMHTA IIPECTABIISIIOTCS CAeAYION[/ie CBeIeHMS:

a) JaTa perucTpauyyu CBeIeHMii B aBTOMaTU3MPOBaHHOM MHGOPMAaIMOHHOI cucTeMe DemepaabHOI
CJTyKOBI 110 HaZ30py B cdepe 37 paBOOXpaHEeHNS;

0) peKBM3UTHI 3aIIMCH O JIEKAPCTBEHHOM IIpernapare, BBOAMMOM B IpaskIaHCKMiT 000poT, B
aBTOMATM3MPOBAHHOI MHGOPMAILIMOHHOII cucTeMe DenepaabHOI CYKOBI 110 HAA30pY B cepe
3/IpaBOOXpPaHEeH NS,

B) IVI00AJIbHBIN MIEHTU(PUKALIVMOHHBI HOMEp TOPTrOBOi e IMHUIIBI BBOAMMOTO B IPasKIaHCKNUIT 000POT
JIeKapCTBEHHOTO IIperapara;

I') HOMep IPOM3BOJICTBEHHO Cepuy BBOAMMOTIO B IpaskAaHCKMIT 000POT JIeKapCTBEHHOTO ITperapara;

Il) KOJTMYECTBO BTOPUYHBIX (TTOTPEOUTETBCKIX) YIIAKOBOK JIEKAPCTBEHHOTO ITperiapara (a mpu ux
OTCYTCTBUM - TIEPBUYHBIX YITAKOBOK JIEKAPCTBEHHOTO Iperapara), BBOAMMOrO B IpasKIaHCKMIT 000pOT;

e) HoMmep paspelneHuss PenepanbHOIi CIYKOBI 10 HAA30PY B chepe 3apaBoOXpaHeHMs Ha BBOJ, B
IPaskIAHCKMIT 000POT (B C/Iyyae BBOMA B rPakaaHCKMii 0600pOT MMMYHOOMOJIOTMUECKOTO JIEKAPCTBEHHOTO
rnpemnapara);

)K) I/I,ELEHTI/I(I)I/IKaI_[I/IOHHHﬁ HOMEDp HaJIOroriaTe/JIbIInKa CY6'I>EKT8 O6p&H.[€HI/IH JIEKapCTBEHHLIX CpedCTB,



OCYIIECTB/IAKOMIETO BBO JIEKAPDCTBEHHOI'O ITpelapaTa B I‘pa)K)laHCKI/Iﬁ O60pOT.

6(3). I3 cucTeMbl MOHUTOPHMHTA B 11e/IsIX 0OecrieueHs OCyIecTBIeHUs penepaabHOTO rocy1apcTBEeHHOTO
Haj30pa B chepe obpaleHus JieKapCTBeHHBIX MpernapaToB JJIsl MeJULIMHCKOTo mpuMeHeHust OefepaabHOI
CJTY>K00171 110 Hazi30py B cdepe 34paBoOXpaHeHNs MTepelaloTCsl B aBTOMAaTH3MPOBaHHYIO MH(POPMaLIOHHYO
cucremy @enepanbHO CIyKOBI 110 Ha[30py B cdepe 34 paBOOXpaHeHMs Clelylolnye cBeeHus 06
YHUUYTOXXeHUY JIeKapCTBEHHbIX IIpernapaToB:

a) maTa BHeCEHMS CBeeHMI B CUCTEMY MOHUTOPUHTA 00 YHUUTOKEHNUY JIeKapCTBEHHOTO Mpernapara;

0) uaeHTUOUKAIIMOHHBIN HOMep HAJIOTOTUIaTeIbIIMKa CyObeKTa 00palleHMs IeKapCTBEHHBIX CPEJICTB,
OCYILIeCTBMBIIIETO ITepeavy JeKapCTBEHHOrO IIperapaTta Ha YHUUTOXEHNE ;

B) HaMeHOBaHMe CyObeKTa 0OpalleHNs JIEKAPCTBEHHbBIX CPEJICTB, OCYIIECTBUBIIETrO ITepeaavy
JIeKapCTBEHHOTO ITperapaTa Ha YHMUTOXKeHIe;

r) uoeHTU(GUKALMOHHBI HOMEep Ha/IOTOIUIaTe IbIIMKA OPTaHM3aLIMM, OCYIeCTBUBIIIEH YHUUTOKEHIEe
JIeKapCTBEHHOTO Mperapara;

Il) HAaMMeHOBaHMe OpraHu3aIMu, OCYIeCTBUBIIEH YHUUTOXEHME JIeKapCTBEHHOTrO TIpernapara;
e) aJipec opraHu3alum, OCyIllecTBUBIIel YHMUTOKeHMe JIeKapCTBEHHOTO Tperapara;
K) PEKBM3UTHI aKTa 00 YHMUTOKEHMM JIeKapCTBEHHOTro IIpernapara (IaTa 1 Homep);

3) CBeJleHMs O JIeKapCTBEHHOM ITpernapare, oJiydeHHble B paMKax ONMCaHMs JIeKapCTBEHHOrO Mpernapara B
CUCTeMEe MOHUTOPUHTA B COOTBETCTBUM C ITyHKTOM 33 [Tono>keHu s 0 cucTeMe MOHUTOPUHTA IBVOKEHUS
JIeKapCTBEHHBIX MperapaToB IJIs MeAUIIMHCKOTO MPUMeHeHUs, yTBePKIeHHOI0 ITOCTaHOBIeHeM
[TpaBuTenbcTBa Poccuiickoit ®emepanym ot 14 nekabps 2018 r. N 1556 "O6 yrBepkaeHun [TonoxkeHUs O
CUCTEME MOHUTOPMHTA ABVUKEHMS JIeKapCTBEHHBIX MPeIapaToB AJis MEAULIMHCKOTO MpUMeHeHNus " ;

) CIIOCOO YHUYUTOKEHUS;
K) laTa YHUUTOKEHUS,;
1) IpMYMHA ¥ OCHOBaHMe TlepeJaun JeKapCTBEeHHOro MpernapaTra Ha YHUUTOXeHHe.

7. 13 EnuHOI aBTOMAaTU3MPOBaHHO MHGOPMAaLIMOHHOM CCTEeMbl TAMOKEHHbBIX OPTaHOB C 11e/1b10
npenynpexxaeHus U nmpeceueHus MpecTyIvIeHUn U aAMUHUCTPATUBHbBIX IIPABOHAPYIIIEH U, OTHECEHHbIX K
KOMITETEHILIMYM TaMOKE€HHBbIX OpraHoB Poccuiickoit @egepaiinm, B CUCTEMY MOHUTOPUHTA MPEACTABIISIIOTCS
Cleyrolye CBeleHus O JIeKapCTBEeHHbIX IperapaTax, BBe3eHHbIX B Poccuiickyio @enepanuio u
TOMeIleHHbIX IO, OIpee/IeHHbIe TaAMOKEeHHbIE TPOLeAYyPbl, CoepXKaluecss B TaMOXXEHHO JeKaapalunun
Ha TOBAPHI:

a) KOJ, TaMOXXEHHOTI'0 OpraHa;

0) IaTa perncTpauyuyu TaMOXXeHHO Jekiapalyy Ha JieKapCcTBeHHbIi MTpernapar;

B) PerMCTpaLMOHHBI HOMep TaMOXXeHHO JeKiapalyuu Ha JeKapCTBeHHbIN IIpernapar;
r) KOA, UAeHTUDUKALINHK;

Il) TaMOXXeHHasi CTOMMOCTb, CTAaTUCTUYECKasl CTOMMOCTb U (PaKTypHasi CTOMMOCTD JIeKapCTBEHHOTO
rperapara;

e) KO CTPaHbI ITPOUCXOXOEHMS JIEKAPCTBEHHOI'O IIperaparTa,;

X) MAEHTUGUKAIMOHHDIN HOMep HaJIOrOIIaTe IbIIKa CyObeKTa o6palieH s JeKapCTBEHHbIX CPEICTB,
OCYILIeCTBJISIIONIEr0 BBO3 U JIeKIapupoBaHe JeKapCTBeHHOro Mpernapara;



3) KO, 3asIBJIEHHOM TaMO>KeHHOJ rnmpouenypbl B COOTBETCTBUM C KJIaCCI/I(bI/IKaTOpOM B OB TaMO>XE€HHBIX
nponenyp;

I/I) JaHHBbIE O BBIITYCKE [OJISI BHYTPEHHEIr O HOTpe6JIeHI/I$I JIEKapCTBEHHOTIO IIperiapara.

8. CucTeMa MOHUTOPMHTA B LIeJISIX MpeayIpexaeHnus 1 mpecedeHns MpeCcTyIUIeHU M afMUHUCTPATUBHBIX
MpaBOHapyIIeHM, OTHECEHHBIX K KOMIIEeTeHIIMM TaMOKeHHbIX OpraHoB Poccuiickoit ®enepaunu,
OCyIIeCTBJsIeT mepenavy B EnuHyo aBToMaTU3MpOBaHHYI0 MHOOPMAIMOHHYIO CMCTEMY TaMOXKeHHbBIX
OpraHoOB I10 3aIpoCy Cleayolue CBefeHNs O JiIeKapCTBEeHHbIX MpelapaTax, BBe3eHHbIX HAa TEPPUTOPUIO
Poccuiickoit @enepanymn:

a) uAeHTUOUKAIMOHHBI HOMEP HaJOTOIIaTelbIMKa CYObeKTa 06palleHIsI IeKapCTBEHHbIX CPEJICTB,
OCYIIEeCTBISONIEro BBo3 B Poccuiickyro degepannio 1 AeKIapMpoBaHue JeKapCTBEHHbIX ITPerapaTos;

0) Kof, CTpaHbl IIPOMUCXOXKIEHMS JIeKapCTBEHHOTI'O IIperapara;
B) IVI00AIbHBIV UAEHTU(GUKALVMOHHBII HOMEep TOPTOBOM e IMHUIIbI,

r) KoA uAeHTUbUKAIMKU U KOJ UAeHTUPUKALMU TPeTUUHO (TPaHCIIOPTHOI) YIIaKOBKY JIeKApCTBEHHOTO
rperapara, B KOTOpOit HaXOAUTCS BBeIeHHbI B 000pOT JIeKapCTBEHHbIN Mpernapar,

Il) CTaTyC JeKapCTBEHHOTrO ITperapara B CMCTeMe MOHUTOPUHTIa;

e) nepevyeHb KOJIOB UAeHTUDUKAINM, COLEPKALUXCS B TPETUUHOI (TPaHCIIOPTHOI) yIIaKOBKe
JIeKapCTBEHHOTO Ipernapara.

[Tpunoxenne N 2

K [To/iokeHM10 O C1CTeMe MOHUTOPUHTA
I BVDKEHMS TIeKapCTBEHHBIX NTPeNapaToB
IJ11 MeJULIMHCKOTO IIpUMEHeHU s

[TEPEYEHDb
CBEJEHUN, TPEACTABJISIEMBIX [TPU OIIMCAHWU JIEKAPCTBEHHBIX
ITPEITAPATOB IJII MEJVLIMHCKOI'O ITPUMEHEHN A CYBBEKTAMU
OBPAIIIEHN JIEKAPCTBEHHBIX CPEJCTB B MIH®OPMAILIMOHHbINM
PECYPC, OBECIIEUUBAIOIINI YUET Y XPAHEHUE JOCTOBEPHbBIX
TIAHHBIX O TOBAPAX I10 COOTBETCTBVIOUIEN
TOBAPHOM HOMEHKJIATYPE

1. ToproBoe HaMMeHOBaHMe JIeKapCTBEHHOTIO Mpenapara JIJjisi MeAULIMHCKOTO MPUMeHeHus (gajee -
JIeKapCTBEHHBIN TIperapar).

2. bpenp (ToproBas Mapxa).
3. Homep perucTpauyoHHOTO Y40CTOBEpeHMs JIeKapCTBEHHOTO IIpernapara.
4. JaTa rocyZapCTBEHHO perncTpanum JeKapCTBeHHOrO Ipernapara.

5. HauMeHOBaHMe epskaTesisi U BJIaIesbla PETUCTPALMOHHOTO YOCTOBEPEHNS JIEKapCTBEHHOTO
mperapara.

6. Anpec Iep>kaTessi WM BiaJesblia PerMCTPalMOHHOTO YOCTOBepEH NS IeKapCTBEHHOTO ITperapara.
7. MexxgyHapoJHOe HelmaTeHTOBAaHHOe HaMeHOBaHMe JIeKapCTBEHHOTO Mperapara.

8. JlekapcTBeHHas (popma.

9. KonmnuecTBO eAMHUIL M3MEPEHMSI TO3MPOBKM JIEKAPCTBEHHOTO Ipernapara.

10. Tur BTOpUYHOI (MMOTpeOUTETHCKOI) YITAKOBKM JIEKapCTBEHHOTO Mpernapara (B cayJyae ee OTCYyTCTBUS -



MepBUYHOJ YITAKOBKM JIEKapCTBEHHOTIO IIpernapara).

11. MaTepuas BTOPMUYHO (MTOTPEOUTETHCKO) YIIAKOBKM JIEKAPCTBEHHOTO ITpernapara (B ciiyJae ee
OTCYTCTBMUS - IEPBUYHOM YIIAKOBKU JIEKAPCTBEHHOIO Iperapara).

12. KommuecTBO (Mepa) TeKapCTBEHHOTO MpernapaTa BO BTOPUYHOI (TTOTPeOUTENbCKOI) YITaKOBKe
JIeKapCTBEHHOTrO Iperapara (B ciaydae ee OTCYTCTBUS - B IEPBUYHOI YIIaKOBKE JIEKapCTBEHHOIO
rnpemnapara).

13. Hanuune BHYTPpY BTOPUUHOI (TIOTPeOUTENbCKOI) YITAKOBKY JIeKAPCTBEHHOTO IIpernapara
HeMapKMPOBAaHHO MIepBUYHON YIIaKOBKY JIeKaPCTBEHHOI O Iperapara (IIpy HaIMUYu BTOPUYHOI
(TOTpebuUTEeNHCKOI) YIIAKOBKY JIEKAPCTBEHHOTO ITpernapara).

14. OncaHue BIOKEHHOV BO BTOPUYHYIO (ITOTPEOUTENbCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO Ipernaparta
HeMapKMPOBAHHOJ ITePBUYHOI YIIAKOBKM JIEKAPCTBEHHOIO Mperapara.

15. HaumeHoBaHMe acoBimka (yrnakoBIIMKa) (3ar0THSIeTCS B cJydae OCyIleCcTBAeHUS (hacOBKU
(yrmakoBku) Ha Tepputopum Poccuiickoin @enepaunn).

16. Anpec dacosiuka (YnakoBIIKa) BO BTOPUYHYIO (IIOTPe6UTETbCKYI0) YIIAKOBKY JIeKAPCTBEHHOTO
rpernapara (B cjiyyae ee OTCyTCTBMS - [IEPBMUYHYIO YIIaKOBKY JI€KapCTBEHHOIO IIperapara) (3aroHsaeTcs B
cJydae ocCylecTBiaeHUs (GacoBKM (YIIaKOBKM) Ha TeppuTopuu Poccuiickoit ®@enepaunn).

IMpunoxenne N 3

K ITonmokeHMIo o0 cucrteMme MOHUTOPHMHTA

OBVDKEHMA JIEKaPCTBEHHDLIX ITpeIriapaToB
OJI1 MEAMIIMHCKOTI'O IIpYMMEHEHM A

CBEJIEHUS,

TIPEJICTABJISIEMBIE CYBBEKTAMU OBPAIIEHUS IEKAPCTBEHHBIX
CPEJICTB B CUCTEMY MOHUTOPUHI'A IBUYKEHM S JIEKAPCTBEHHBIX
TIPETTAPATOB /11 MEJVLIMHCKOT'O ITPMMEHEHMS ITPY BBOJE B OBOPOT
JIEKAPCTBEHHBIX [TPEITAPATOB /11 MEIWUIIMHCKOTO TIPUMEHEHUS

I. CBegeHMs O JIeKapCTBEHHBIX ITpenaparax Ajs MeauIMHCKOTO
IIpUMeHeH s, IPOU3BeJeHHbIX Ha TepPUTOPUN Poccuitickoii
denepanyu, mpeacTaBasgeMble CyObeKTaMy 00palleHnust
JIeKapCTBEHHBIX CPELICTB B CUCTEMY MOHUTOPUHTA ABUKEHUS
JIeKapCTBEHHBIX IMpenapaToB I MeAUILIMHCKOTO IIPUMMeHeHNUs

1. CyobekTbl 0OpaleHus JeKapCTBEeHHbIX CPEAICTB IPY 3aBepIiieHnn cTaaum hacoBKu (YITAaKOBKM)
JIeKapCTBEHHBIX MTPerapaToB AJIs MeIUIIMHCKOTO IIpUMeHeHMs (J1ajiee - JeKapCTBeHHbIe TTpernapaThl) BO
BTOPUYHYIO (TOTPEOUTETHCKYIO) YITAKOBKY JIEKAPCTBEHHOT'O TIpernapara (B CJryuae ee OTCyTCTBUSI -
TepBUYHYIO YIIAaKOBKY JIeKapCTBEHHOTO Tpernapara) MpeCcTaB/IsIIOT B CUCTEMY MOHUTOPMHTA ABVSKEHUS
JIeKapCTBEHHBIX TIpernapaToB (Jajee - CUCTeMa MOHUTOPUHTA) CJIeAYIONIYI0 MHPOPMAIMIO B OTHOIIEHUN
KK 0/ TOPTOBOJ eIMHUIII IeKapCTBEHHOTr'O IIpernapara:

a) JaTa coBepIleHMs oIepalun;

6) ugeHTUdUKATOP CyOBEKTA 0OpaleHNs JeKapCTBEHHBIX CPEJICTB, OCYIeCTBISONEro acoBKy
(YT1aKOBKY) JIeKapCTBEHHBIX MTPENapaToB BO BTOPUYHYIO (TIOTPEOUTETBCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
npernapara (B cydae ee OTCYTCTBMUSI - TIEPBUYHYIO YIIAKOBKY JIeKAPCTBEHHOTO Tperapara);

B) yTpaTui cuiy. - Ilocranosnenne IpaBurensctsa PO ot 21.07.2020 N 1079;
I) TUII IPOM3BOJICTBEHHOTO 3aKka3a (KOHTPAKTHOe Wi COOCTBEHHOE TTPOU3BOACTBO);

o) UoeHTUGUKATOP CyO'beKTa 0OpalleHys JTeKapCTBEHHBIX CPECTB, SIBJISIONIErocs 3aKa3uyMKOM



KOHTPAKTHOTO (ITOJPSIIHOTO) IMTPOM3BOICTRA (B CIy4ae MpeacTaBaeHus: MHGopMaluy CyobekKToM
obpaleHus JeKapCTBEHHbIX CPEICTB, OCYIIECTB/ISIOMNUM KOHTPAKTHOE (MOJPSIHOE) MPOU3BOICTBO);

€) r7106aIbHbIN UAEHTU(PUKAIMOHHBI HOMEep TOPrOBOJi € IMHUIIbI IEKapCTBEHHOTO Mperapara;
3K) HOMep MPOM3BOJCTBEHHO Cepui JIeKapCTBEHHOTO ITpernapara;
3) IaTa UCTEUEHMSI CPOKA TOAHOCTY JIEKAPCTBEHHOT'O Iperapara;

") KOJ MAeHTUUKALN, IPUCBOEHHbIV BTOPUYHOI (MTOTPeOUTETHCKOI) YITaKOBKE JIEKApCTBEHHOTO
rnpemnapara (B cjiyuae ee OTCYTCTBUS - IIEPBUYHO YITAaKOBKeE JIeKapCTBEHHOTO Mperapara);

K) uH(popMaLys 06 UCITOIb3yeMOM YCTPOICTBE PETUCTPALIMM IMUCCUN.

2. CyObeKTbI 06paleHus TeKapCTBEHHBIX CPeICTB ITOC/Ie 3aBepIleHMs CTaAMM BhIITYCKAIOIIero KOHTPOJIS
KauecTBa U MpeiCTaBIeHNSI JOKYMEHTOB U cBefieHUit B DeepaibHYIO CJTYKOY 10 Ha30py B cdepe
3IpaBOOXpaHeHMs MMPeACTaB/SIOT B CUCTEMY MOHUTOPUHTA CJIEAYIONIYI0 MHGOPMAIMIO O BbIITYCKe TOTOBOI
MPOAYKIIMM B OTHOIIIEHMY KaXKA0Vi TOPTOBOJ eIMHUIIbI JIeKapCTBEHHOTO MperapaTa, IIpou3BeIeHHO Ha
Tepputopum Poccuiickoi ®emepaiiyin:

a) laTa COBepIIeHM s Orepalyu;

6) npeHTuduUKaToOp cy6rEKTa 0O paLeHMS TeKapCTBEHHBIX CPEJICTB, OCYLeCTBIISIONIEr0 PerucTpalnio
CBeLleHM O BBIITYCKe TOTOBOW IIPOLYKLIUMN;

B) PEKBU3UTHI 3aMMCH O JIEKAPCTBEHHOM IIpernapaTe, BBOAMMOM B IpaXkIaHCKMii 060poT, B
aBTOMAaTM3MPOBAHHO MHPOpPMaLMOHHO cucTeMe DemepanbHO CIYKOBI 110 HaZ30pY B chepe
3IpaBOOXpaHeHUs (HaTa ¥ BHYTpPeHHU uaeHTUGUKATOD);

r) Homep paspenieHust PemepaabHOI CTYKObI IO HAA30pY B chepe 3MpaBOOXpaHeHNs Ha BBOJ, B
rpaskaaHCKMIT 060pOT (B cyyae BBOJA B IpaXkJAaHCKIii 000pOT UMMYHOOMOJIOTMUECKOTO JIeKapCTBEHHOTO
rperiapara);

1) Kog aeHTUhUKAIUM UK KOO MAeHTUGUKAIIMM TPETUUHOM (TPAaHCIIOPTHO) YITAKOBKM JIEKapCTBEHHOTO
rperapara, B KOTOpOi HaXOAUTCS BBIMYIEHHbIV B 000pOT JieKapCTBEHHbIN ITpernapar (B ciydyae BbITycKa
TPETUUHOI (TPAHCIIOPTHOM) YITAKOBKMU JIEKAPCTBEHHOTIO TIpernapara ejanKom).

I1. CBepeHus1, mpeicTaBiisieMble CyObeKTaMu 0OpaleHus
JIeKapCTBEHHBIX CPEICTB B CUCTEMY MOHUTOPUHTA,
0 JIEKapPCTBEHHBIX ITpernaparax, Ipou3BeaeHHbIX
3a npenenamu Tepputopun Poccuiickoin @epgepannm

3. Cy6beKThI 0OpalieHus: JIeKapCTBEHHBIX CPEICTB IIPY 3aBepIIeHNM ITPOMU3BOICTBEHHO cTaauu pacoBKu
(YIMakOBKM) JIeKapPCTBEHHBIX MTPeNapaToB WM 3aBepIIeHUM MAaPKUPOBKYM YIIAKOBOK JIeKapCTBEHHbBIX
rpernapaToB cpefcTBaMy uaeHTUGMUKALMM Ha TAMOXeHHOM CKJIaZie B COOTBETCTBUM C ab3aiieM BTOPbIM
nyHkTa 4 [TonosxkeHus o cucTeMe MOHUTOPUHIA O BVOKEHUS JIEKapCTBEHHBIX TpernapaToB 415
MeOUIIMHCKOTO TIPUMeHeHMs, YTBePXKAEHHOr0 IocTaHoB/IeHMeM [IpasuTtenbctBa Poccniickoii @enepanum
oT 14 meka6bpst 2018 r. N 1556 "O6 yrBepkaeHun [1ososkeHUsI O CCTEMe MOHUTOPUHTA IBVKEHMST
JIeKapCTBEHHBIX MperapaToB AJIs1 MeIUIIMHCKOTO IpuMeHeHus" (fajee - [lojiokeHue), IIpeCTaBIsIOT B
CUCTEMY MOHUTOPMHTA B OTHOLIEHUM Ka>KI 0/ TOPrOBO¥ eqUMHUILbI IEKAaPCTBEHHOTO Tperapara,
Mpou3BeleHHOI BHe TeppuTopum Poccuiickoit @enepaniuu, ciieqyolinyo MHGOpMAIAIO:

a) JaTa coBepIleHMs orepalun;

6) ugeHTUdUKATOP CyOBEKTA 0OpaleHNs JeKapCTBEHHbIX CPe/ICTB, SIBJISIONIErocs aqepkaTenem Uin
BJIaJle/IbIIeEM PErMCTPALMOHHOIO YIOCTOBEPEeHMS, WK TTPeICTaBUTeIbCTBA CyObeKkTa obpalieHus
JIeKapCTBEHHBIX CPeNCTB Ha TeppuTopuu Poccuiickoi @egepaunu;

B) uAeHTUDUKATOP CYO'beKTa 0OpaleHNs JJeKapCTBeHHBIX CPeICTB, OCYIeCTBIISONEro acoBKy



(YTIaKOBKY) JIeKapCTBEHHBIX ITperapaToB BO BTOPMUUHYIO (TOTPeOUTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
rpernapara (a mpy ee OTCyTCTBUM - IIEPBUYHYIO YITAKOBKY JIEKAPCTBEHHOTO ITperapara);

I‘) I/I,ELEHTI/I(l)I/IKaTOP CY6’I:>EKT8. 06paHleHI/IH JIEKapCTBE€HHbIX CPeACTB, OCYIIECTBJ/IAIOLIETO
MPpOM3BOACTBEHHYIO CTAAMIO BBIITYCKAKMIETO KOHTPOJISI Ka4YeCTBA;

) T7106a/IbHbIN MAEHTU()UKAIMOHHbI HOMEp TOPrOBOi € IVHUIIBI;
€) HOMep IPOU3BOACTBEHHOI cepuy JIeKapCTBEHHOrO Ipernapara;
’K) JaTa UCTeUYeHMsI CpOKa rOJHOCTY JIEKAPCTBEHHOTO Iperapara;

3) KOZ, TaMOKEHHOTO OpraHa M perucTpalyoHHbI HOMep TaMOXXEHHOT0 CKIaja (Ipy MapKUpOBKe
YIaKOBOK JIeKapCTBEHHBIX IIperapaToB CpeACcTBaMU UAeHTU(MUKALIMM HA TAMOXKEHHOM CKIIajie);

") KoJ uaAeHTU KA, IPUCBOEHHbIV BTOPUYHOI (MTOTPeOUTETHCKOI) YITaKOBKE JIEKApCTBEHHOTO
rnpenapara (B cjiyuae ee OTCYTCTBUS - IIEPBUYHON YITAaKOBKe JIeKapCTBEHHOTO Mperapara);

K) uH(popMaLys 06 UCITOJb3yeMOM YCTPOICTBE PETUCTPALIMM IMUCCUN.

3(1). CyOpekTsl 0OpalleHus JeKapCTBeHHbIX CPeICTB IIPY OCYIeCTBIeHM M MapKMPOBKY YIIAKOBOK
JIeKapCTBeHHBIX IIperapaToB CpeCTBaMy UAeHTUGUKALMY Ha TAMOKEHHOM CKJIazie B COOTBETCTBUM C
a63aiieM BTOPBIM MyHKTa 4 [1o7105keHMSI TIPeICTaBISIIOT B CUCTEMY MOHUTOPUHTA CJIeIYIOIYI0
MHbOPMAIUIO:

a) uaeHTUGUKATOp CyO'beKTa 00 palleHnst JIeKapCTBEHHBIX CPEJICTB, SIBJISIOIIETOCS AepyKaTeaeM 1IN
BJIA/IENIbIIEM PETYCTPALIMOHHOTO YIOCTOBEPEHMS, UM TIPEACTABUTENIbCTBA CYObeKTa 0OpaIeHus
JIeKapCTBEHHBIX CPeNICTB Ha Tepputopuu Poccuiickoit ®emepaiinmy;

0) maTa coBepIIeHMs OIepalun;
B) IVI00AIbHBIN MAEHTU(GUKALIVMOHHBII HOMEep TOPTOBOM e IMHUIIbI,

I') KOJ, TAMOXK€HHOI'0 OpPraHa ¥ perCTPaliOHHbIV HOMep TaMOXXeHHOr0O CK/Iaza, Ha KOTOPOM
OCYILLECTBJISIETCSI MAPKMPOBKA YIIAKOBOK JIEKAPCTBEHHBIX MIPENapaToB CPeICTBAMYU UAEHTUPUKALUY B
COOTBETCTBUM C ab3a1ieM BTOPBIM MyHKTA 4 [TososkeHus ;

1) KOOI UAEeHTU(HUKALIVINA.

I11. CBenmenus1, mpeAcTaBisieMblie CyObeKTaMu o6palieHust
JIeKapCTBEHHBIX CPEACTB B CMCTEMY MOHUTOPUHTA,
0 JIeKapCTBEHHbIX ITpernapaTax, BBO3MMBbIX
Ha Tepputopuio Poccurickoit ®emepannn

4. Cy6beKTbl 06palieHus JeKapCTBEHHbIX CPEICTB MPY 3aBepIlleHMM OTTPY3KM JIeKapCTBEHHBIX ITperapaToB
B Poccuiickyro @enepanuio uian mocjie rnepenauy CBeLeHuin 0 MapKMPOBKe YIIaKOBOK JIeKapCTBEHHBIX
MperaparoB CpeCcTBaMM UAeHTUUKALMY HAa TAMOXKXeHHOM CKJIaJie B COOTBETCTBUY C ab3a1ieM BTOPbIM
nyHKTa 4 ITo/o’keHust TpeACTaB/SIIOT B CUCTEMY MOHUTOPUHTA CIeAYIOILYI0 MHGOPMaLMIO B OTHOILIEHUN
KaXX[I01 e JMHUILIbI JIEKAPCTBEHHOTO Iperapara:

a) JaTa coBepIleHMs orepalun;

6) ugeHTUdUKATOP CyOBEKTA 0OpaleHNs JeKapCTBEHHBIX CPe/ICTB, SIBJISIONIErocs aepkaTeneM Uin
BJIa/ie/Ibl[eM PErMCTPalMOHHOTO YIOCTOBEPEeH NS, UM IIPeACTaBUTENIbCTBA CYyObeKTa oOpalleHus
JIeKapCTBeHHBIX CpefCcTB Ha TeppuTopun Poccuiickoit ®enepaiiuu (He TpebyeTcs B cirydae IpeicTaBlIeH s
CBeJIEHMi1 B COOTBETCTBUM C ab3allaMy CeIbMbIM U AeCSIThIM MYHKTA 37 1 ab3a1eM ceIbMbIM ITyHKTa 38
[TonoxkeHns);

B) UIeHTUDUKATOP CyO'beKTa 06palieHs IeKapCTBEHHbIX CPeICTB, SIBJISIONIEroCs MPOIaBIliOM



JIeKapCTBEHHBIX TIpernapaToB (He TpebyeTcs B cTydyae IpeicTaBlIeHNs CBeIeHI B COOTBETCTBUM C
ab3aramu cebMbIM M IeCSITHIM ITYHKTA 37 1 ab3a1ieM ceabMbIM MyHKTA 38 IToyiokeHMs);

r) uAeHTUHUKATOp CyObeKTa 00palieHus JIeKapCTBEHHBIX CPEJICTB, SIBJISIONIEToCs IMOKyIaTeleM
JIeKapCTBEeHHBIX MperapaToB B Poccuiickoit @enepaim;

Il) TUTI IOTOBODA;

€) PEKBU3UTHI IEPBUYHOTO JOKYMEHTA, SIBJISIONIETOCS OCHOBAHMEM [IJISI OTTPY3KM JIEKAPCTBEHHOTO
npenapara B Poccuiickyio ®enepartiyio;

) KOJi TAMOKEHHOTO OpraHa ¥ PerMcTpalMOHHbIN HOMep CKIafa (aipec MecTa HaXOKIeHMsI ToBapa
COIJIaCHO TaMOYKEHHOM JeKapalii Ha TOBaphbl, 32 MCKIIOUEHMEM CTydast MapKUPOBKY YITAKOBOK
JIeKapCTBEHHBIX MTPENapaToB CPeICTBAMY UAEHTUGUKALMY Ha TAMOXKEHHOM CKJIaJie B COOTBETCTBUM C
ab3aieM BTOPBIM MyHKTa 4 [TonoskeHus);

3) KOJ UAeHTUPUKALMY WU KO, UAEHTUPUKALIUY TPeTUYHOV (TPaHCIIOPTHOI) YITAaKOBKY JIeKapCTBEHHOTO
rpenapara, B KOTOPO¥ HaXOUTCS TOT JIEKAPCTBEHHBIN Mpenapar (B caydyae OTTPY3KU TPETUUHOM
(TPaHCIIOPTHO) YIIAKOBKM JIEKAPCTBEHHOTIO IIperapara LeJMKOM).

5. Cy6beKTbI 0OpaleHus JIeKapCTBEHHBIX CPEICTB IIPY OCYILEeCTBIEHNUY BBO3a IIPEICTABIISIIOT B CUCTEMY
MOHMTOPMHTIA CJIEAYIOIIYIO MH(POPMALMIO B OTHOIIEHUM KasKI0i eIVHUIIbI JIeKapCTBEHHOrO Ipernapara:

a) JaTa CoBepIlleHUs onepalum;

0) ugeHTHUUKATOP CyOBEKTA 0OpaleHNs JeKapCTBEHHBIX ITperapaToB, OCYIIEeCTB/ISIOEero BBO3
JIeKapCTBEHHBIX TperapaToB B Poccuiickyo @emepaiimio;

B) KOJi, TAMOKEHHOTO OpraHa ¥ perMcTpalMOHHbII HOMep CKiaja (agpec MecTa HaxOXIEeHMs ToBapa
COIJIaCHO TaMOXXKEHHOM AeK/Iapaliy Ha TOBAPhI);

r) uaeHTUHUKATOp CyObeKTa oOpalieHns JeKapCTBEHHBIX CPEICTB, SIBJISIONIErocs MpogaBIioM
JIeKapCTBEHHBIX TIpernapaToB (He TpedyeTcs B crydyae IpeicTaBlIeHNs CBeIeHIi B COOTBETCTBUM C
ab3aramu cebMbIM M IeCSTHIM ITYHKTA 37 U ab3a1ieM ceIbMbIM MyHKTA 38 IToyioxkeHMs);

Il) TUTI IOTOBOPA;

€) PeKBU3UTHI IEPBUUYHOTO JOKYMEHTA, SIBJISIIOIIEr0Cs OCHOBaHMeM /ISl BBO3a JIeKapCTBEHHOTO Iperapara
B Poccuiickyro @enepanuio (IaTta u HOMep);

X) MaeHTUdUKaTop cyobekTa oOpalleHus TeKapCTBEHHBIX CPeCTB, SBISIIONIET0Cs AepsKaTeieM Uan
BJIaJIeJIbIIEM PErMCTPALIMOHHOIO YIOCTOBEPEeHMS, WK TTPEeICTaBUTEIbCTBA CyObeKTa 0OpaleHus
JIeKapCTBEHHBIX CPENICTB Ha Tepputopuu Poccuiickoit @emepaiium (B ciydae BBO3a JIEKAPCTBEHHOTO
npemnapara B Poccuiickyio @emepaiiyio cyobeKToM 06paleHus JIeKapCTBEHHbIX CPEeICTB, He SIBJISIOLIMCST
nepykaTesieM WK BiafesblleM PerucTpalMOHHOTO YA0CTOBepeHMsI) (He TpebyeTcs B ciryuyae
TpeJiCTaBIeHMS CBeJIeHN I B COOTBETCTBUM C ab3aIjamMy CebMbIM U IeCSIThIM ITyHKTa 37 1 ab3alem
ceIbMbIM ITyHKTa 38 IloyiokeHus);

3) KOJ MAeHTUdUKAUUY VI KOJ, UAeHTUGUKALMM TPETUYHON (TPAHCITOPTHOI) YIIaKOBKY JIeKapCTBEHHOTO
rperiapara, B KOTOPOJ HaXOAUTCS 3TOT JIeKapPCTBEHHBIN IIpernapar (B c/iyyae BBO3a TPETUYHOI
(TPaHCIIOPTHO) YIIAKOBKM JIEKAPCTBEHHOTIO IIperapara LeJMKOM).

6. CyobeKTbI 0OpallieHMst JIeKapCTBEHHbBIX CPEJICTB, OCYIeCTBIISIOIIME TTepeiauy JIeKapCTBEHHBIX
MpernaparoB, TOMEIeHHbBIX MO/ TAMOKEHHYIO MPOIeypy TAMOXXEHHOTO CKIafa, IPYroMy COOCTBE HHUKY
(cMeHa cOOGCTBEHHMKA), TPEACTABIISIOT B CUCTEMY MOHMTOPMHTA C/IeLYIONIYI0 MH(MOPMAIMIO B OTHOIIEHUN
Kask/I0¥i e JMHUIIbI IeKapCTBEHHOTO Mperapara:

a) laTa COBepIIeHM Orepalyu;



0) ugeHTUUKATOP CyOBEKTA OOpaleHNs JeKapCTBEHHBIX CPEICTB, OCYIIECTBISIONIEr0 Iepenavy
JIeKapCTBEHHBIX ITPeIapaTos;

B) I/I,ELEHTI/ICIJI/IK{:ITOI) CY6'beKTa 06paIHEHI/IH JIEKAPCTBEHHbIX CPEACTB, OCYIHIECTBJIAIOIIETO IPUEMKY
JIEKapCTBEHHBIX ITPEIIapaToOB,

') PEKBU3UTHI IEPBUYHOTO LOKYMEHTA, SIBJISIOEroCs OCHOBAHMEM [/1s1 llepefaun JIeKapCTBEHHOTO
rperiapara (maTta 1 HOMep);

I) Kof, uaeHTUUKaLIM WK KoJ uAeHTUdMKAL UMY TPeTUUHOM (TPaHCIIOPTHOI) YIIaKOBKY JIeKapCTBEHHOTO
rperiapara, B KOTOPOJ HaXOAUTCS 3TOT JIeKApCTBEHHBII IIpernapar (B ciydae repenauyl TpeTUUHOM
(TPaHCIIOPTHO) YIIAaKOBKM JIEKAPCTBEHHOIO IIpernapara LeJMKOM).

7. CyobeKTbI 0OpallieHMst JIeKapCTBEHHbBIX CPEeJICTB MPU MOATBEPKIeHUN CBefeHMT 06 OTTPy3Ke U O
BBO3e€ JIeKapCTBeHHOro npenapaTa B Poccuiickyio ®enepaiiyio, uiau npueMke Ha hapmaiieBTUIeCKuii
CKJIa[, JIeKapCTBEHHOIO IperapaTa Ha Tepputopun Poccuiickon @enepanuu, Uin repenayve rnpasa
COOCTBEHHOCTH Ha JieKapCTBEHHbII Mpernapar, oMeleHHbIi [0, TAMOKeHHYIO MPOLelypy TaMOKeHHOTO
CKJIaJa, pu NMOATBEPXKIEHMUM CBEAEeHUI, COAepKallXCs B CUCTEME MOHUTOPUHTA, MPEICTaB/ISIOT B
CUCTEeMY MOHUTOPUHTA CJIeYIONLYI0 MH(MOPMAaL VIO B OTHOIIEHMY KaXKI0# eIMHUIIbI IeKapCTBEHHOTO
npernapara:

a) JaTa CoBepIlleHUs onepalum;

0) ugeHTHUUKATOP CYyOBEKTA OOpaleHNs TeKapCTBEHHBIX CPEeICTB, OCYIECTBIISIIONIETO MOATBEPXKAEHMEe
CBedeHUI;

B) uIeHTUdMUKATOp Cyo'beKTa obpalieHNs TeKapCTBEHHbIX CPeJICTB, PaHee OCYIeCTBUBILEro PerncTpaluio
cBeZieHMI 06 OTTPY3Ke MJIM O BBO3e JIeKapCTBEHHBIX IpernapaToB B Poccuiickyio ®enepaiuio, min npuemMke
Ha apMaleBTHMUeCKuii CKIaJ] JieKapCTBEHHBIX IIpernapaToB Ha Tepputopun Poccuiickoit ®enepaunu, nimn
nepezauve MpaBa COOCTBEHHOCTY Ha JIeKapCTBEHHBbII ITperapar, ToMelleHHbIi MO, TAMOKeHHYIO
IpoLeaypy TaMOXeHHOTO CKIazna;

I) KOJ UAeHTUOUKALMY VIV KOO UAEHTUGUKALIMY TPETUIHOH (TPAHCIIOPTHOI) YIIAKOBKM JIEKAPCTBEHHOTO
rperiapara, B KOTOPOM HaXOAUTCS STOT JIEKAPCTBEHHBIN IIperapar (B cjayJyae rnepegauu TpeTUIHOM
(TpaHCIIOPTHOM) YIIAaKOBKM JIeKapPCTBEHHOTO TIpernapara LejnKoMm).

8. CyObeKThbl 0OpaleHust JieKapCTBEHHBIX CPeICTB IIPY IlepeMeleHNM JIeKapCTBEHHBIX ITperapaToB MeX Iy
30HaMM TaMOKeHHOT'O KOHTPOJISI IIPeJCTaB/ISIOT B CUCTEMY MOHUTOPUHTA CeAy0Inyto MHQopmaluio B
OTHOILIEHUM KaKI0M eJMHUIIbI IeKapCTBEHHOTO Mperapara:

a) JaTa coBepIleHMs OIepalun;

6) nameHTUdUKATOP CYO'bEeKTa 00 paleHNs JIEKapCTBEHHBIX CPEACTB, OCYILECTBIISIONIETO ITepeMeleHe
JIeKapCTBEHHBIX IPerapaTos;

B) yTpaTui cuiy. - [locranoBnenue [IpaBurensctsa PO ot 21.07.2020 N 1079;

r) KOJi, TaMOXXeHHOTO OpTraHa U peTUCTPalMOHHbI HOMep CKIaJa OTIpy3KHu (aApec MeCTa HaXOXKIeHus
TOBapa COIJIaCHO TaMOKE€HHO leKIapalyiy Ha TOBaphl, M3 KOTOPOTO OCYLIeCTBIISIeTCS IIepeMelleHNe);

Il) KOJl TAMO>XK€HHOT'0 OpraHa 1 perMcTpaloOHHbI HOMep CKIaAa MIpMUeMKH (afipec MecTa HaxOoKAeHUs
TOBapa, B KOTOPOE OCYILeCTBIISIeTCS IlepeMeleH1e);

e) KoJl UIeHTUPUKALUU UIU KOJl UAeHTUPUKALUY TPETUUHOI (TPAHCIIOPTHOI) YIIaKOBKY JIeKapCTBEHHOTO
rperiapaTa, B KOTOPOJM HaXO4MUTCS 3TOT JIeKapCTBEHHBIN Ipernapar (B cyvyae rnepemelleHns TpeTUUHOMN
(TPaHCIIOPTHOV) YIIAaKOBKM JIeKapCTBEHHOIO IIperapara Le/IMKOM).

9. CybpeKTsl 0bpaleHust JIeKapCTBEeHHBIX CPeICTB P IIPUHSITUM PELIeHMs O BbIITYCKe JIeKapCTBEeHHbIX
MperaparoB JiJis1 BHYTPEHHero MoTpebaeHNs], MIPUHSATOTO TaMOXXeHHbIMIM OpraHaMy, IPeJiCTaBIsIOT B



CUCTEMY MOHUTOPHUHTA CJIEAYIOLIYIO I/IH(I)OpMaIJ,I/IIO B OTHOIIEHUM KaXXO 0 TOpI‘OBOﬁ €IVMHUAILbI
JIEKapCTBEHHOTIO IIperapara:

a) JaTa coBepIleHMs Orepalun;

6) nneHTuduKaTop cyobeKTa 06paieHNs IEKaPCTBEHHBIX CPEICTB, OCYIIECTBIISIONIErO NeKIapupOBaHe
JIleKapCTBEHHBIX MTpernapaToB Ha TeppuTopum Poccuiickoit ®enepannm;

B) KOJi, TAMOKE€HHOJ NIPOLeaypbl;
') KOJl TAMOKEHHOTO OpraHa;
1) PeKBM3UTBI TAMOXKEHHOM AeKjapaluy Ha JIeKapCTBeHHbI [Iperapar;

e) TaMOXXKeHHasi CTOMMOCTD JIeKapCTBEHHOTO ITperapaTa CoriacHO TaMOXXeHHOI Jekiapaium Ha
JIleKapCTBEHHBIN Tpenapar,;

K) KO, MAeHTUDUKALIMY WY KOO, UAEHTUOUKAIMY TPETUYHO (TPAaHCIIOPTHO) YITaKOBKM JIeKapCTBEHHOTO
rperiapara, B KOTOPO HaXOAUTCS 3TOT JIEKAPCTBEHHBIN Mpernapar (B cayvae MoMeleHns Moz,
TaMOYXEHHYIO IPOLeIyPYy TPETUUHOM (TPAHCIIOPTHONM) YIIAKOBKY JIEKAPCTBEHHOTO TIperapara IeJIMKOM);

3) - W) yTpaTwuiu cuiy. - [locranosnenne [IpaButenbctsa PO ot 21.07.2020 N 1079.

10. Cy6beKThl 0O6palieHust JiekapCTBEHHBIX CPEJICTB IMPU MepeMeleHUM JieKapCTBeHHBIX ITperapaToB U3
30HBI TAMOXKEHHOT'O KOHTPOJISI Ha (papMalleBTUUECKMIi CKIa IPeICTaB/ISIOT B CUCTEMY MOHUTOPUHTA
CJIeyIONIYyI0 MHGOPMAIMIO B OTHOIIEHU Y KaskA 0l e AMHUIIbI JIEKApCTBEHHOTO Iperapara:

a) JaTa cCoBepIleHMs orepalun;

6) nneHTUduUKaTOp CyOHEKTA 0OpALeHMS JIEKAPCTBEHHBIX CPEJICTB, OCYIECTB/ISIONETO BBO3
JIeKapCTBEHHBIX TTpernapaToB Ha Tepputopuio Poccuiickoit Demeparinm;

B) yTpaTtui cuiy. - [locranosnenue [IpaBurensctsa PO ot 21.07.2020 N 1079;
T') KOJI, TAMOK€HHOTO OpraHa ¥ perucTpalMOHHbIII HOMep TaMOXXeHHOTO0 CK/IaZa OTTPY3KHU;

1) PeKBU3UTHI IIEPBUUYHOTO JOKYMEHTA, SB/ISIOIIEerocss OCHOBaHVeM [JIsl IPMEeMKM JIeKapCTBEHHOI'0
npemnapara Ha apMalleBTUUeCKHIi CKIa (IaTa M HOMep);

€) CTOMMOCTb, YKa3aHHasl B COMMPOBOAUTEIbHON JOKYMeHTAaIMM Ha TOBap, HA OCHOBAHUY KOTOPOIA
obopMIISIeTCSI TAMOKEHHAs TeKIapanysi, C yYeTOM TaMOKE€HHBIX ITOIIIMH ¥ COOPOB 32 TAMOXKEHHOe
odhopmieHue,

3K) KO uoeHTUGUKALMY UK KOO, UAeHTUbMUKALUM TPeTUYHOI (TPAaHCIIOPTHO) YITAaKOBKM JIeKapCTBEHHOTO
rpemnapara, B KOTOpO¥ HaXOAUTCS STOT JIEKAPCTBEHHBIN IIpenapar (B ciydyae mpueMKu Ha
(dapmarieBTHMUYECKIIT CKIaJ TPETUUHOI (TPAHCIIOPTHO) YIIaKOBKY JIeKapCTBEHHOTO TIpernapara eJIMKoM).

11. CybbexThI 06palieHust IeKapCTBEHHbBIX CPEICTB MPY 3aBEPIIEHNM OTTPY3KM JIEKAPCTBEHHbIX
npenapaToB B Poccuiickyio ®enepaliyio 13 rocy1apcTB - uieHOB EBpa3uiickoro 9KOHOMMYECKOTOo COi03a
MPEeJICTAB/ISIIOT B CMCTEMY MOHUTOPMHTA CJIEAYIONTYI0 MHGOPMAIMIO B OTHOIIEHUY KaskA 0l TOProBoii
eMHULIbI JIEKapCTBEHHOTO Mpemnapara:

a) JaTa coBepIleHMs orepalun;

6) ugeHTUdUKATOP CyOBEKTA 0OpaleHNs JeKapCTBEHHBIX CPe/ICTB, SIBJISIONIErocs aepkaTeneM Uin
BJIaJle/IbIIEM PErMCTPALMOHHOTO YIOCTOBEPEeHMS, WK MPeCTaBUTeIbCTBA CyObeKkTa oOpalieHus
JIeKapCTBEHHBIX CPEJICTB Ha Tepputopuu Poccuiickoit @emepaiinu;

B) I/I,E[eHTI/ICl)I/IKaTOI) CY6'beKTa OGp&H.lEHI/IH JIEKapCTBEHHbIX CpeaCTB, ABJIAIOIIErocsda IIpogaBloOM
JIEKapCTBEHHBIX ITPEIIapaToOB,



r) uAeHTUdUKATOp CyObeKTa 0OpaleHNs JIeKapCTBeHHBIX CPEICTB, SIBJISIOIErOCs MTOKyIaTeaeM
JIeKapCTBEeHHBIX MperapaToB B Poccuiickoit @enepaiinm;

1) PEKBU3UTDI IEPBUUYHOTO AOKYMEHTA, SIBJISIIOIETOCS] OCHOBaHMEM [IJIS OTTPY3KM JIeKapCTBEHHOTO
npenapara B Poccuiickyio @efiepaniyio (4ata 1 HOMep);

e) TUII IOTOBOpa;

3K) CTOMMOCTB JIEKAPCTBEHHOTO Tpernapara (C yueToM Hajora Ha 106aBJIeHHYI0 CTOMMOCTD) COTJIACHO
TEPBUYHBIM JOKYMEHTaM;

3) CyMMa Hajiora Ha 106aBJIeHHYI0 CTOMMOCTD;

") KOJ, UAeHTUPUKALUU WU KOJL UAeHTUPUKALIUY TPEeTUUHOI (TPAHCIIOPTHOI) YIIAKOBKY JIEKAPCTBEHHOTO
rperiapara, B KOTOPOi HaXOAUTCS STOT JIeKapCTBEHHBIN IIpernapar (B ci1ydyae OTTPY3KU TPETUUHOM
(TpaHCIIOPTHOM) YITAaKOBKM JIEKAPCTBEHHOTO TIpenapara LejJuKoM).

12. Cy6beKThbI 00palleHust JIeKapCTBEHHBIX CPEICTB IIPY OCYILEeCTBIEHUY BBO3a JIEKAPCTBEHHBIX
npernaparoB B Poccuiickyio @emepaliyio 13 rocyJapcTs - YWieHOB EBpa3uiickoro 3KOHOMMUYECKOTO COI03a 1
pasmelnieHny Ha (papMalieBTMYeCKOM CKJIaZe MPeICTaBISIOT B CUCTEMY MOHMTOPYHTA CJIEIYIONIYIO
MHGOPMAIIMIO B OTHOIIEHUY KasKI 0l TOPTOBOJ e IMHUIIbI JIEKapCTBEHHOTO Iperapara:

a) JaTa coBepIleHMs oIepalun;

6) nmeHTUdUKATOP CYOBEKTa 00palleHsI JIEKAaPCTBEHHBIX CPEICTB, OCYIECTBIISIIOIIETO BBO3
JIeKapCTBEHHBIX MpernapaToB B Poccuiickyio ®emepannio;

B) ueHTUdUKATOP CyO'beKTa oOpalieHNs JIeKapCTBEHHBIX CPeICTB, SIBJSIONIEroCs MpoAaBIoM
JIeKapCTBEHHBIX TIpernapaToB (He TpedyeTcs B cIydyae IpeicTaBlIeHNs CBeIeHIi B COOTBETCTBUM C
ab3aramu cebMbIM M IeCSITHIM ITYHKTA 37 1 ab3a1ieM ceabMbIM MyHKTA 38 IToyokeHMs);

T) TUII JOTOBOPA;

Il) PEKBU3UTHI IEPBUUYHOIO JOKYMEHTA, SIBJISIOIEerocs OCHOBaHMeM [IJIs1 BBO3a JIeKapCTBEHHOTO Iperapara
B Poccuiickyro ®@enepannio (gata 1 HOMeD);

€) CTOMMOCTb JIeKapCTBEHHOTO IperapaTta (C yueToOM Hajiora Ha 06aB/IeHHYI0 CTOMMOCTbh) COTIaCHO
MePBUYHBIM JOKYMEHTaM;

) CyMMa HaJiora Ha J00aBJIeHHYI0 CTOMMOCTb;

3) ugeHTUGUKATOP CyObeKTa 06palleHNs JeKapCTBEHHBIX CPEICTB, SIBJISIONIEroCs aepskaTeneM U
BJIA/IEJIbIIEM PETUCTPALIMIOHHOTO YIOCTOBEPEHNS, MU TIPEACTABUTENIbCTBA CYObeKTa 0OpaIeHus
JIeKapCTBEHHBIX CPeJICTB Ha TeppuTopuu Poccuiickoit ®emepaiiuy (B caydae BBO3a JIeKAPCTBEHHOTO
npernapara B Poccuiickyio ®enepaiiio cyobeKToM o6palieHus JIeKapCTBEHHbIX CPEICTB, He SIBJISTIONIMMCST
IepkaTeyieM UM BIaie/blleM PerucTPaliOHHOTO YIOCTOBEpeHs) (He TpebyeTcs B ciaydae
MIpeJICTaBIeHMs CBeJIEHMI B COOTBETCTBUM C ab3aliaMy CeIbMbIM U IeCSIThIM ITyHKTa 37 1 ab3amem
cenbMbIM ITyHKTa 38 IlonoxkeHMs);

") KOJ, MAeHTUPUKALUU UM KOl UAeHTUPUKALMU TPETUUHOI (TPAHCIIOPTHOI) YIIAaKOBKY JIeKapCTBEHHOTO
rperiapara, B KOTOPOM HaXOAUTCS STOT JIeKapPCTBEHHBIN IIperapar (B c/iyyae BBO3a TPETUYHON
(TPaHCIIOPTHOVI) YIIAaKOBKYM JIeKapPCTBEHHOIO IIperapara LejIMKOM).

13. CybbeKThI 06paleHust IEKapCTBEHHbBIX CPEICTB MTOCJIe MTPeACTaBAeHMS TOKYMEHTOB U CBEIEHU B
denepasibHYIO CJIY;KOY IO HaI30pY B cdepe 3MpaBOOXpaHeHMs MPEACTABISIOT B CUCTEMY MOHUTOPUHTA
CJIeyIoNyio MHGOPMAIMIO B OTHOIIEHUM KaskA 0l e AMHUIIbI JIeKapCTBEHHOTO Iperapara:

a) JaTa coBepIleHMs OIepalun;



0) ugeHTHUUKATOP CYyOBEKTA 0OpaleHN s JTIeKapCTBEHHBIX CPeICTB, OCYIeCTBIISIONIEr0 BBO3
JIeKapCTBEHHLIX TperapaToB B Poccuiickyo @enmepaiimio;

B) PEKBU3UTHI 3aMMCH O JIeKAPCTBEHHOM IIperapare, BBOAMMOM B IpakIaHCKMi1 000pOT B
aBTOMATM3MPOBAHHOI MHGOPMAIIMOHHOI cucTeMe DenepaabHOI CYXKOBI 110 HaA30pY B cepe
3IpaBOOXpaHeHUs (HaTa ¥ BHYTPEeHHUI UAeHTUDUKATOD);

r) Homep paspenieHust PegepanbHOI CTYKObI IO HAA30pY B chepe 3MpaBOOXpaHeHMs Ha BBOJ, B
rpaXkIaHCKMii 060poT (B CTydae BBOJA B TPAKAAHCKMIT 060POT MMMYHOOMOJIOTMUECKOTO JIEKAPCTBEHHOTO
rperiapara);

1) KOJl UIAeHTUPUKAUIUU UIU KO, UAeHTUDUKAIUY TPETUYHOI (TPAHCIIOPTHOI) YIIaKOBKM JIeKapCTBEHHOTO
rperiapara, B KOTOPO HaXOAUTCS STOT JIeKapCTBEHHBIN IIperapar (B c/iyyae BBO3a TPETUYHON
(TpaHCIIOPTHOVI) YIIAaKOBKYM JIeKapCTBEHHOIO IIperapara LejMKOM).

14. Cy6bexThbI 06paleHust IEKaPCTBEHHBIX CPEICTB PV MTOBTOPHOM BBOJIE B 000POT JIeKapCTBEHHbIX
MpernapaTroB MPeCTaB/ISIOT B CUCTEMY MOHUTOPUHTA CJIEAYIONTYI0 MHGOPMAIMIO B OTHOIIIEHUY KasKI 0
eIMHUIIBI JIEKAapCTBEHHOTO Mperapara:

a) laTa COBepIIeHU Orepalyu;

6) nneHTuduKaTop cyobeKTa 06palieHMs IeKapCTBEHHBIX CPEJICTB, paHee OCYIIeCTBUBIIETO BHIBO, U3
060pOTa 3TUX JIeKAaPCTBEHHBIX MIPernapaToB;

B) IPUYMHBI paHee OCYIeCTBIeHHOIO BbIBO/IA JIEKaPCTBEHHOTIO MperapaTa 13 060pora;
I) KOJ uAeHTUGUKAIMM [TOBTOPHO BBOAMMOTO B 060POT JIeKapCTBEHHOTO Mperapara;
1) IPUYMHBI TOBTOPHOT'O BBOJIa B 000POT JIeKapCTBEHHOTO Mperapara.

[Tpunoxenne N 4

K [Tos105keHMI0 O cMCcTeMe MOHUTOPMHTA
IBVKeHMS JIeKaPCTBEHHbIX IIperapaToB
IJ11 MeJULMHCKOTO TIpUMEHeHU ST

CBEJEHNA],

I[TPEJCTABJISEMBIE CYBBEKTAMU OBPAIIEHN IEKAPCTBEHHbBIX
CPEICTB B CUCTEMY MOHUTOPHUHI'A IBVMDKEHU S JIEKAPCTBEHHDBIX
[TPETTAPATOB IJI1 MEJVUIIMHCKOT'O ITPUMEHEHNMS ITPU BBIBOJIE
13 OBOPOTA JIEKAPCTBEHHbBIX ITPEITAPATOB
JJI1 MEOULIMHCKOI'O ITPUMEHEHHM A

1. CybbekT obpalieHus TeKapCTBEHHbBIX CPEICTB IPY BBIBOZE JIEKAPCTBEHHBIX ITPEIapaToB IS
MeIUIIMHCKOTO ITpMMeHeHMs (faee - JeKapCTBeHHbIe IperapaTsl) U3 060poTa IMyTeM peann3anumn
(Tpoaski) IeKapCTBEHHBIX ITPEIapaToB MOTPEOUTEITIO MM OTITyCKa OeCIIaTHO MU CO CKUIKOM
JIleKapCTBEHHBIX MTperapaToB 10 pelenTy Ha JieKapCTBeHHbIe IperapaThl MO0 OTITyCKa JieKapCTBEHHBIX
TperapaToB IPY OKa3aHUM MeIUIIMHCKOI TOMOIIM, 0TO0pa 00pa3Ii0B MM BbIBOAA 113 060pOTa MO MHBIM
MIPUYMHAM MPEICTAaBJISIeT B CUCTEMY MOHUTOPUWHTIA ABVKEHMS IEKAaPCTBEHHBIX TTperapaToB (Iajee -
CUCTeMa MOHUTOPMHTA) CJIEIYIOITYI0 MH(GOPMAIMIO O BbIBEIEHHBIX 13 060POTa JIeKapCTBEHHBIX
mperaparax:

a) maTa COBepIIeHUs Orepanum;

0) aeHTUGUKATOP CYG'HEKTA 06paIleHNsI IEKAPCTBEHHBIX CPEICTB, OCYIECTBIISIONIETO BbIBOJ
JIeKapCTBEHHBIX IIPerapaToB U3 060pOTa;

B) THUII BbIBOJA JIEKAPCTBEHHDLIX ITPpeIiapaToB 13 o6op0Ta;

I‘) BUO OOKYMEHTA, ITIOATBEPIKAAKIIETO BbIBOA JIEKAPCTBEHHBIX ITPEIIapaTOB U3 o60p0Ta (qu, 6/1aHK



CTPOTO¥ OTUETHOCTH, IOTOBOP U IPYTOE);
1) PEKBU3UTHI JOKYMEHTA, TTOATBEPKIAIONIETO BbIBOJ, JIEKAPCTBEHHBIX ITPerapaToB U3 060poTa;

€) Koabl aeHTUdUKAIIMM BHIBOAMMBIX 13 000POTa JieKapCTBEHHBIX MperapaToB WM KO bl
UIeHTUGUKALMY TPETUIHOH (TPAHCIIOPTHO) YIIAKOBKM JIEKAPCTBEHHOTO ITpernapara, B KOTOPOit
HaXOJMUTCS 3TOT JIeKapCTBEHHbIN Tpernapar (B c/iyyae BbIBOA M3 000pOTa M0 MHBIM IIPUUYMHAM TPETUYHOI
(TpaHCIIOPTHO) YIIAKOBKM JIEKAPCTBEHHOTO TIpernapara ejIMKoM);

5K) CTOMMOCTD JIeKapCTBEHHBIX MpernapaToB (C yueTOM Hajiora Ha J06aBJIeHHYI0 CTOMMOCTD) (B C/Iy4yae
MPOAAKY JIeKapCTBEHHBIX ITPerapaToB MOTPeOUTEIO);

3) CyMMa Hajiora Ha 106aBJIeHHYI0 CTOMMOCTD (B C/Ty4dae MPOoJakyl IEKapCTBEHHBIX ITPENapaToB
MOTpPeOUTeNIO);

) KOJIMYECTBO BBIBOJMMBIX 3 000pOTa epBUUHBIX YITaKOBOK JIeKapCTBEHHOTO Ipernapara u obiiee
KOJIMYECTBO MePBUYHBIX YITAKOBOK JIeKAPCTBEHHOTO TperapaTa BO BTOPUYHOI (TIOTPe6UTeIbCKOIA)
yI1aKOBKe JIeKapCTBEHHOTO Mperapara (Ipy OCyIeCTBAeHM BbIBOJA 13 060pOTa Pa3yKOMILIEKTOBAHHOM
BTOPMUHOI (ITOTPe6UTebCKOI) YIIAKOBKY JIeKapCTBEHHOTO Mpernapara).

2. CyobexT obpallleHus JeKapCTBEHHbIX CPeICTB IPU BhIBOJIE JIeKaPCTBEHHBIX ITperapaToB 13 060poTa
ITyTeM YHUYTOKEHMS JIeKapCTBEHHBIX ITperapaToB, IOMeIeHHbIX MO/ TAMOXXEHHYIO IIPOLIeAyPY
YHUUTOXXEeHMSI, BbIBO3a JIeKapCTBEHHBIX IIperapaToB 3a Mpe/iesibl TaAMOKeHHO TeppuTopuu EBpasuiickoro
SKOHOMMYECKOTO COI03a, ITOMeIlle HHbIX O]l TAMOKEeHHYIO MPOoIleIypy 9KCIIopTa (PesKCIopTa),
TIpeJICTAB/ISIET B CUCTEMY MOHUTOPMHTA CJIEAYIOIIYIO0 MHGOPMAIIMIO O BhIBEIEHHBIX 13 060poTa
JIeKapCTBEHHBIX ITpernaparax:

a) IaTa coBepIleHMs OIepalun;

6) I/I,ILEHTI/I(l)I/IKaTOP CY6'bEKTa 06paIJleHI/I$I JIEKAPpCTBE€HHbIX CPEACTB, OCYIIECTBJIAIOIIEIO BbIBO/,
JIEKapCTBEHHDBIX ITPEIIapaTOB 13 o6op0Ta;

B) KOJ, TAMOX€HHOI'O OpPraHa;
I) KOJ, TAMOKeHHO PO enyphl;

1) KOJI aeHTU(PUKALM BIBOIMMOIO M3 060pOTa JIEKApCTBEHHOIO Mperaparta Wiy Ko UaeHTUPUKALN
TPETUYHO (TPaHCIIOPTHOJ) YITAaKOBKM JIEKapCTBEHHOTI'O Mperapara, B KOTOPOi HaXOAUTCS 9TOT
JeKapCTBEeHHbIN Tpernapar (B cTyyae BbIBOJIa 13 000pOTa TPETUUHOI (TPAHCIIOPTHOI) YITaKOBKU
JIeKapCTBEHHOTO ITperapara IeJIMKoM);

€) peKBM3UTbI TAMOKEHHO leKapalyi Ha JeKapCTBeHHbII Ipernapar.

3. CyobeKT obpalieHus JIeKapCTBEeHHBIX CPEICTB IIPY BBIBO/IE JIEKAPCTBEHHBIX MpernapaToB 13 060poTa
IyTeM Iepeauy JiekapCTBEHHBIX IIPerapaToB Ha YHUUTOKEHMe TIpeCTaBsieT B CUCTeMy MOHUTOPUHTA
cJieyIonIyio MHGOPMAaIMIo O BhIBeJEHHbIX 113 000pOTa TeKapCTBEHHbIX Iperaparax:

a) laTa COBepIIeHM S Olepalyu;

0) uaeHTUUKATOP CYOBEKTA OO paleHNs JTeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIOIIEr0 BHIBOI
JIleKapCTBEHHBIX TIpernapaToB 13 060poTa;

B) yTpaTui cuiny. - Ilocranosnenne Ilpasutensctsa PO ot 21.07.2020 N 1079;
') OCHOBaHMe U IpUUMHA [lepeauy JIeKapCTBeHHOrO perapaTa Ha YHUUYTOXEeHNeE;

Il) peKBU3UTHI pellieHN s YIIOJIHOMOYeHHOTO (peiepaqbHOTO OpraHa MCIIOJIHUTEbHOI BJIaCTH O BBIBO/IE
JIeKapCTBEHHBIX MTpernapaToB 13 060poTa (Mpy HATUINUN);

e) PEKBU3UTBI JOKYMEHTA, IIOATBEPKAAIOIIETO ITepeaady JIEKapCTBEHHDBIX ITPEIMapaTOB Ha YHUUYTOKEHUE;



K) KOJ, uAeHTUhUKAUUY WIK KOJ, UAeHTUGUKALMM TPETUYHO (TPAHCIIOPTHOI) YIIaKOBKY JIeKapCTBEHHOTO
rpernapara, B KOTOpO¥ HaxOQUTCS 3TOT JIeKapCTBEHHbIN Ipernapar (B cJiyuae BbIBOJA U3 060poTa
TPETUYHOM (TPaHCIIOPTHOI) YIIAaKOBKM JIEKAPCTBEHHOI'O IIpernapara LeJIMKOM);

3) MAEeHTU(GUKALVOHHbI HOMep HaJIOTOTUIATE IbIINKA, OCYIECTBISIONET0 YHUUTOXEHME JIeKapCTBEHHBIX
IIPeraparos, 1 ero ajapec.

4. CyOobeKT obpalleHMs TeKapCTBEHHbBIX CPeJICTB IMPY YHUUTOXKEHMUY JIEKapCTBEHHbIX ITPeIapaToB, paHee
repelaHHbIX Ha YHUUTOXEHMe, IPEeICTaB/IsIeT B CUCTEMY MOHUTOPUHTA CeOYIONIYI0 MHGOpMAINIo O (haKTe
VHUUTOKEHMS JIEKapCTBEHHbBIX IPerapaToB:

a) JaTa CoBepIleHUs orepanum;

0) ugeHTUdUKATOP CYyOBEKTA 0OpaleHN s JIeKapCTBEHHBIX CPEICTB, OCYIeCTBMBIIETO BbIBOT,
JIeKapCTBEeHHBIX MpernapaToB 13 060poTa;

B) crioco6 YHUUTOXEHNUSA JIEKADCTBEHHBIX IIPEIIapaTOB,

I) PeKBU3UTDI JOKYMEHTA, OATBEePKAAIOIIEero YHMUTOXeHIe JIeKapCTBEHHbIX ITpernapaTos (akT 00
YHUUTOXEHMUM JTIeKapCTBEHHbIX ITPerapaToB);

1) Kog MaeHTUhUKAIMM UM KOO, MAeHTUGUKAIIMM TPETUUHOM (TPAaHCIIOPTHO) YIIAKOBKM JIEKApCTBEHHOTO
rperapara, B KOTOpOi HaXOAUTCS 3TOT JIeKapCTBEHHbIN Mpernapart (B cjiyuae BbIBOAA 13 060poTa
TPETUUHOI (TPAHCIIOPTHOM) YITAKOBKY JIEKAPCTBEHHOTO TIperapara eJnMKOoM);

e) uaeHTUGUKAIMOHHbBI HOMep HaJOTOIIaTe/bIINKa, OCYIIEeCTBUBIIEr0 YHUUYTOXKEHME JIEKapCTBEHHBIX
Mpernaparos.

[Tpunoxkenne N 5

K [To/105keHMI0 O CMCTeMe MOHUTOPMHTA
IBVDKEHMS JIEKapCTBEHHBIX ITPeIapaToB
IJISI MEIVILIMTHCKOTO ITPYMeHEeHMs

CBEIIEHUS,
TIPEJICTABJISEMBIE CYBBEKTAMU OBPAIIEHVS IEKAPCTBEHHBIX CPE/ICTB
B CICTEMY MOHUTOPUHTA JIBVKEHNS JTEKAPCTBEHHBIX ITPETTAPATOB
U1 MEAULITHCKOTO ITPMMEHEHMS [TPY OCYIIECTBJIEHUY OITEPALIVIA
C TPETUYHOI (TPAHCIIOPTHOIM) YITAKOBKOI
JIEKAPCTBEHHOTO ITPEITAPATA

1. CyobekTbl 0OpalieHus JeKapCTBEHHbIX CPEACTB IIPU OCYIIECTBIEHUYM arpernpoBaHms JieKapCTBEHHBIX
MpernapaToB ISl MeIUIIMHCKOIO IIPUMEeHeHMs (ajiee - JeKapCTBeHHbIe IIpernapaThl), MMeIINX OJUH
r7106aTbHBIN UAEHTU(DUKAIIMOHHbI HOMEP TOPTOBO eIVMHUILIBI, TPEICTABISIOT B CMCTEMY MOHUTOPYHTA
IOBVKEHMS JIEKAPCTBEHHBIX MTPEeIapaToB ISl MEAUIIMHCKOTO MpUMeHeHus (Iajiee - CCTeMa MOHUTOPUHTA)
Cledyolnyo MHGopMaluio:

a) JaTa coBepIleHMs orepaluy (B OTHOIIEHNUY JIEKapCTBEHHBIX ITPerapaToB I/ MeIUIIMHCKOTO
MIpMMeHeHMs (Hajiee - JeKapCTBEHHbIe TperapaThl), HAXOAAIIMXCS 3a ITpeaeaMu Tepputopun Poccuiickoi
denepaluu, B CyYasix, KOTJa arperupoBaHye OCYIIeCTBISIETCS 10 3aBepIIeHMs CTaAuy BbIITyCKAIOIIero
KOHTPOJISI KaUeCTBa, MOKET YKa3bIBaThCS JII00AsI TaTa MEXIY JaTOV 3aBepIIeHNS CTaANY BbIITYCKAIOIETO
KOHTPOJIS KauecTBa U JAaTO OTTPY3KM JJeKapCTBEHHBIX IpernapaToB B Poccuiickyio ®enepaiinio);

6) ugeHTUUKATOP CYyOBEKTA 0OpalleHNs JeKapCTBEHHBIX CPe/ICTB, OCYIeCTBIISIONIEr0 arperupoBaHme;
B) yTpaTui cuiny. - Ilocranosnenne Ilpasutensctsa PO ot 21.07.2020 N 1079;

r) KOAbI UAeHTUOUKALMM TPETUIHBIX (TPAaHCIIOPTHBIX) YIIAKOBOK JIEKAPCTBEHHOTO Iperapara
C03/1aBaeMbIX TPETUUHBIX (TPAHCIIOPTHBIX) YIIAKOBOK JIEKAPCTBEHHOTO Ipernapara;



Il) lepeyeHb KOA0B UAeHTUGUKAIMM WU KOJOB MAeHTU(MKALMY YTIAaKOBOK JIeKapCTBEHHOTO Iperapara
601ee HM3KOTO YPOBHSI BIIOYKEHHOCTH, BXOASIIINX B COCTAB Kask/I0¥ CO3aBaeMOii TPeTUYHO
(TPaHCIIOPTHO) YIIAKOBKM JIEKapCTBEHHOI'O Ipenapara.

2. CyobeKTbI 00pallieHust JIeKApCTBEHHbBIX CPEICTB IMPU OCYILECTBIEHUY U3BITUS JIeKaPCTBEHHbIX
IIperapaToB U3 TPeTUUHO (TPAHCIIOPTHON) YIIAaKOBKYM JIeKapCTBEHHOTO IIpernapara [IpeCcTaB/soT B
CUCTEMY MOHUTOPMHTA CAeAYIOIIYI0 MHDOPMaLIO:

a) JaTa CoBepIleHUs orepanum;
0) ugeHTUUKATOP CyOBEKTA OOpaleHNs JeKapCTBEHHBIX CPEICTB, OCYIIECTBISIOIIEr0 OIepaInio;
B) yTpaTui cuiy. - Ilocranosnenne IpaBurensctBa PO ot 21.07.2020 N 1079;

I) KOJ UIeHTUdMKALMM TOPTOBOM e AMHUIIbI, M3bIMAEMO¥ U3 TPETUUHOM (TPAaHCIIOPTHOM) YITAKOBKMU
JIeKapCTBEHHOTO Tpernapara, Wi Ko uaeHTuduKaIuy yrakoBKy JieKapCTBEHHOTO Mpernapata 6osiee
HU3KOTO YPOBHS BJIOXKEHHOCTU, M3bIMAaeMOM U3 TPETUUHOI (TPAHCIIOPTHOM) YIIAKOBKU JIEKAPCTBEHHOT'O
rnpemnapara.

3. CyObeKTbI 0OpalieHnst JIeKapCTBEHHBIX CPeICTB P OCYILEeCTBAeHUM JOTIOJHUTEIbHOTO BJIOXKEeHUSI
JIeKapCTBEHHBIX MTPENapaToB B TPETUYHYIO (TPAHCIIOPTHYIO) YIIAKOBKY JIEKAPCTBEHHOTIO IIpernaparta
MPEeACTaB/ISIIOT B CUCTEMY MOHUTOPMHTA CAeAYIOIIYI0 MHGOPMAaLNIO:

a) JaTa coBepllleHUs orepanum;
0) ugeHTUUKATOP CyOBEKTa OOpaleHNs TeKapCTBEHHBIX CPEeICTB, OCYIECTBISIONIEr0 ONepaInio;
B) yTpaTui cuiy. - [locranosnenue [IpaBurensctsa PO ot 21.07.2020 N 1079;

I) KO UAeHTUGUKAIMM WK KOJ UAeHTU(GUKALMM YITAKOBKM JIeKapCTBEHHOTrO IIpernapara 60jiee HM3K0ro
YPOBHS BJIOXK€HHOCTH, C KOTOPOJi COBepIllaeTcs: onepalus JOIOTHUTETbHOTO BIOKEHMS;

1) KOJl UIeHTU(PUKALUU TPeTUUHO (TPaHCIIOPTHOI) yIIaKOBKM JIeKapCTBEHHOTO Mpernapara, B OTHOLIeHU N
KOTOPOJ1 COBepIIaeTcs oneparnus.

4. Cy6beKTbl 06paleHus 1eKapCTBEHHbIX CPEICTB MPYU OCYIIeCTBAeHUM pachopMUPOBAHUS TPETUYHOM
(TPaHCIIOPTHOJ) YIIAKOBKY JIeKapCTBEHHOTIO IIperaparta IpeCcTaBIsoT B CUCTeMY MOHUTOPUHTA
cyleyonyio uH@opmaiuio:

a) laTa COBepIIeHM s Orepalyu;

0) ugeHTUUKATOP CYyOBEKTa 06paleHNs JeKaPCTBEHHBIX CPEICTB, OCYIIECTBISIOIIEr0 OIepaInio;

B) yTpaTui cuiy. - [locranosnenne IpaBurensctBa PO ot 21.07.2020 N 1079;

r) TUII oTlepanu pachopMUpOBaHMS TPETUYHOI (TPAHCIIOPTHOI) YITaKOBKM JIeKapCTBEHHOTro Ipernapara;

1) KOJl UIeHTU(PUKALUU TPeTUUHOI (TPAaHCIIOPTHOI) YyIIaKOBKM JIeKapCTBEHHOTO Mpernapara
pacopMUpOBBIBAEMOJ TPETUUHOJ (TPAHCIIOPTHON) YIIAKOBKM JIEKAPCTBEHHOTO IIpernapara.

[Tpunoxenue N 6

K [TosiokeHM10 O CUCTeMe MOHUTOPUHTA
I BVDKEHMS IeKapCTBEHHBIX NTPeNapaToB
IJ11 MeJULIMHCKOTO IIpUMEHeHU ST

CBEJEHN,

TIPE/ICTABJISIEMBIE CYBBEKTAMU OBPAIIEHVS TEKAPCTBEHHBIX
CPEZICTB B CUCTEMY MOHUTOPUHTA IBVKEHWS JIEKAPCTBEHHBIX
TIPEMTAPATOB [IJI1 MEUIIMHCKOTO [IPUMEHEHMS [TPU OBOPOTE
Y BHYTPEHHEM ITEPEMEIIEHUU JIEKAPCTBEHHBIX ITPEITAPATOB



JJIA MEOMLIMHCKOI'O ITPUMEHEHU A

1. Cy6bekT obpalieHns T1eKapCTBEHHbBIX CPEICTB MPYU OCYIIECTBIEHNUY ITepeMeleHNs IeKapCTBEHHbIX
TpernapaToB AJis1 MeIUIMHCKOTO MpUMeHeHus (fajiee - JeKapCcTBeHHbIe TpernapaThl) MeXIy aJpecaMu
OCYIIeCTBAEHUS IeSITeTbHOCTY U (i) hapMaleBTUUeCKMMY CKJIaJaMy IIPe/ICTABIISIET B CUCTEMY
MOHUTOPWMHTA IBVKEHMS JIeKapCTBEHHBIX IMPernapaToB (fajiee - CUCTeMAa MOHUTOPWHTA) CIeAYIOIIYIO
MH(pOpMaIIo 0 ITepeMeIaeMbIX JIEKAPCTBEHHbIX MTperapaTax B OTHOIMIEHMM KasKI0il TOPTOBO e IVIHULIbI
JIeKapCTBEHHOTO ITperapara:

a) maTa CoBepIllIeHus onepanum (MMpMeMKM Ha CKJIaJl, Ha KOTOPBIN COBEPIIEHO IiepeMelleHne);

6) nneHtTuduKaTOp cyobeKTa 06palIeHMs IEKaPCTBEHHBIX CPEJICTB, OCYIEeCTBIISIONIEro epeMelleHe
JIeKapCTBEHHOTO Iperapara, ¢ y9eToM afpeca MeCTa OCyLeCTBIeHNS 1esSITeIbHOCTY UM CKIaza
OTBETCTBEHHOTO XpaHEHMsI, M3 KOTOPOTO OCYILIECTBIISIETCS IepeMeleHNe JIeKapCTBEHHOTO Tperapara;

B) yTpaTui cuiy. - [locranosnenue [IpasurenscTsa PO ot 21.07.2020 N 1079;

I) uAEHTUHUKATOP CYObeKTa 0OpaleHNs JIeKapCTBEHHBIX CPEJICTB C YYETOM aJipeca MeCTa OCYIIeCTBIeHMS
IesiTeJIbHOCTM MJIM CKJIaJla OTBETCTBEHHOIr0 XpaHeHMsI, Ky/ia OCYLIeCTBIISIeTCS TepeMelleHne
JIeKapCTBEHHOTO Iperapara;

Il) PEKBU3UTBI IEPBUUHOTO JOKYMEHTA, SIBJISIONIEr0CsSI OCHOBAHMEM [J1s IlepeMelle S TeKapCTBEHHOTO
rperiapara (IaTa M HOMep);

e) KoJl UIAeHTUPUKALUY UIU KOJ UAeHTUPUKALUY TPETUUHOI (TPAHCIIOPTHOI) YIIAaKOBKY JIeKapCTBEHHOTO
rperniapara, B KOTOPOJM HaXO4MUTCSA 3TOT JIeKapCTBEHHBIN IIpernapar (B c1y4yae rnepemMelleHns TpeTUUHOMN
(TPaHCIIOPTHOVI) YIIAaKOBKY JIeKapCTBEHHOIO IIperapara Le/MKOM);

3K) PEKBU3UTBI TOCYAaPCTBEHHOTO MIM MYHUIIUIIAJIBHOTO KOHTPAKTa (B Cy4yae IepeMelneHUs
JIeKapCTBEHHOTIO Mperiapara, IpeJHa3HauYeHHOTro JJjIs1 00ecIieueHns rpakaaH 3a CYeT CPeiCTB
(denepanbHOro OIOIKETA WM CPEICTB OI0IKETOB CyObeKTOB Poccuiickoit deneparn);

3) UICTOYHMK (pUHAHCUPOBAHUS (B CIydae repeMelieHus IeKapCcTBeHHOTO IIpernapara, IpefHa3HaueHHOTo
IJ1s1 obecrieueHMs rpaskiaH 3a CUeT CPeCTB GefepasbHOTO O10/IKeTa WK CPeACTB GI0IKEeTOB CYO'beKTOB
Poccniickoit @epepaunm);

") CTOMMOCTb JIEKapCTBEHHOTO ITperapaTa (C yueToM Hajiora Ha J00aBIeHHYI0 CTOMMOCTb) COTJIACHO
MePBUYHBIM JJOKYMEHTaM (B C/Ty4yae IepeMenieHMs JeKapCTBeHHOro Iperapara, IpeJHa3HaueHHOr0 ISt
obecreueHMs TpakaaH 3a CYET CPeaCcTB dhemepaabHOro O10IKeTa IV CPeACTB OI0/IKETOB CYOhEKTOB
Poccuiickoit ®enepaiiyn);

K) CyMMa Hajiora Ha J06aBJIEHHYIO CTOMMOCTD (B C/Ty4yae repemeleHns JeKapCTBeHHOTO ITperapara,
TpegHa3HAauYeHHOTO JIJIs obecrieueHMs TpaskaaH 3a CUeT CpeaCcTB (emepaabHOTO OI0IKeTa UM CPEICTB
610/13keTOB Cy6BEKTOB Poccuiickoit ®enepanyn).

2. CyobeKT obpallleHus JeKapCTBeHHbIX CPeICTB MpHU Iepefade JIeKapCTBeHHBIX IIperapaToB IPYyroMy
CyOBbeKTy 0OpallleHNsT IEKAPCTBEHHBIX CPEACTB B paMKax IPaskAaHCKO-ITPAaBOBBIX OTHOIIEHWII B C/Tyyae
BBIOOpA MPSIMOTO MOPSIIKA ITPeICTaBIEHMS CBeIeHMII B COOTBETCTBUM C TYHKTOM 44 IT07I05KeHMS O cucTeMe
MOHMTOPMHTIA IBVKEHMS JIeKapCTBEHHBIX ITPenapaToB A1 MeAULIMHCKOTO IIPUMeHEeHMsI, YTBEPXKIEHHOTO
roctaHoBieHneM IIpaBuTenbcTBa Poccuiickoit @emepanviu ot 14 mekabpst 2018 r. N 1556 "06
yTBepkaeHny [T0/I05KeHNS O CUCTeMEe MOHUTOPMHTA IBVKEHMST JIEKAPCTBEHHBIX MPernapaToB s
MeIUIIMHCKOTO MpUMeHeHus", TIpeICTaB/IsIeT B CUCTEMY MOHUTOPMHTA CJIEAYIONIYI0 MHPOPMAILMIO 00
OTTPY’KE€HHBIX JIEKAPCTBEHHBIX IperapaTax B OTHOIIEHUY Kask[0i TOProBOil e AMHUIIBI JIEKAPCTBEHHOTO
rpernapara:

a) maTa CoBepIleHUs orepanum;

6) I/I,ZLEHTI/I(I)I/IKaTOP CY6T)EKTa 06pa].[I€HI/IH JIEKAPpCTBE€HHbBIX CPEACTB, OCYIIECTBJ/IAIONIETO OTITPY3KY



JleKapCTBEHHOrO Mperapara;
B) yTpaTui cuiy. - [locranosnenue [IpaBurensctsa PO ot 21.07.2020 N 1079;

T) uIAeHTUOUKATOP CyObeKTa 06palieHs TeKapCTBEHHbIX CPEICTB, OCYLIECTBSIONEro MPUEMKY
JIeKapCTBEHHOTO IMperapara;

I) - e) yrpatuau cuiy. - [locranosnenne [Ipasurenscrsa PO ot 21.07.2020 N 1079;

5K) PEKBU3UTBI TOCYIaPCTBEHHOTO MM MYHULIMITAJIbHOTO KOHTPAaKTa (B c/Iyyae repenaum JIeKapCTBEHHOTO
npernapara, peJHa3HaueHHOTO JJ1s1 obecrieueHus IpaskIaH 3a CUeT CPeiCTB (eepasbHOTO OI0IKeTa WIIN
CpencTB 010IKeTOB Cy0ObeKTOB Poccuiickoit @enepain);

3) UCTOYHUK (PMHAHCUPOBAHMUS;
") TUII I'PaskAaHCKO-TIPABOBBIX OTHOIIEHMI CYO'beKTOB 00 pallleH sl JIeKapCTBEHHBIX CPE/ICTB;

K) Ko uAeHTUhUKAIMY WIN KOJ UAeHTUbUKALMM TPeTUIHO (TPaHCIIOPTHOI) YIIaKOBKY JIeKapCTBEHHOTO
rperiapara, B KOTOPOJ HaXOAUTCS STOT JIEKAPCTBEHHBII Iperapar (B cjayJyae rnepegadyu TpeTUIHOM
(TpaHCIIOPTHOM) YIIAKOBKM JIEKAPCTBEHHOTO TIpernapara IeJImkKoM);

J1) peKBU3UTBI IEPBUUYHOTO JOKYMEHTA, SIBJISIIOLIET0CsS OCHOBaHMEM JJ1s1 TiepeJauy JieKapCTBEHHOTO
rperiapara (maTa 1 HOMep);

M) CTOMMOCTD JIEKapCTBEHHOTO ITperiapaTta (C YU4e€TOM HaJiora Ha ,ELO68BJI€HHYIO CTOI/IMOCTb) COorJ1aCHO
MEPBUYHBIM JOKYMEHTAM;

H) CyMMa HaJiOora Ha ,E[O6&BII€HHYIO CTOMMOCTb.

3. Cy6bexT obpaleHust IeKapCTBEHHbIX CPeCTB IPH IpyeMKe JIeKapCTBEHHBIX IIperapaToB OT APYroro
cyObeKTa o6pallleHusI JIEKAPCTBEHHBIX CPEACTB B paMKax IPaskAaHCKO-ITPAaBOBbIX OTHOIIEHWII B CJTyyae
BbIOOpA 0OPATHOTO MOPSIIKA IIPeCTAaBIeHMS CBeAeHNIT B COOTBETCTBUM C MYHKTOM 44 ITo/IoskeHUSsI 0
CUCTeMe MOHUTOPYHIA ABVMKEHMS JIeKapCTBEHHBIX ITPerapaToB ISl MeIUIIMHCKOTO TPUMeHEeHMSI,
YTBEPXKIEHHOTO MocTaHoBieHneM [IpaButenbcTBa Poccuiickoit @emepanym ot 14 nekabpst 2018 r. N 1556
"06 yrBepskaeHuy I1o0KeHMs 0 CCTeMe MOHUTOPMHTA ABVKEeHMs JIeKapCTBeHHbIX ITpenapaToB s
MeIUIIMHCKOTO MpUMeHeHMs", TIpeICTaB/sIeT B CUCTEMY MOHUTOPUHTA CIEAYIONTYI0 MHGOPMAIIMIO O
MIPUHSITHIX JIEKAPCTBEHHBIX MTperapaTax B OTHOIIEHMM KaXKI0ii eIMHUIIbI IEKapCTBEHHOTIO IIperapara:

a) aTa coBepIleHMs OIepalun;

0) ugeHTUdUKATOP CyOBEKTa 0OpaleHNs JeKapCTBEHHBIX CPeICTB, OCYIECTBISIONIETO TPUEeMKY
JIeKapCTBEHHOTO IperapaTa (M ero uaeHTUGUKAIMOHHbII HOMep HaJOroIlIaTe /bIINKa B CIyJyae
MpeJICTaBIeHMS CBeJIEHNII B COOTBETCTBUM C ab3a1ieM ceIbMbIM MMyHKTA 44 [ToyiokeHusI 0 cucteme
MOHMUTOPUHTA ABUKEHMS JIEKApCTBEHHbIX ITPernapaToB A5 MeAUIIMHCKOTO IIPMMeHeHMsI, YTBePXKAeHHOTO
roctaHoByneHneM [IpaBuTenscTBa Poccuiickoit @emepanu ot 14 mekabpst 2018 r. N 1556 "06
yTBepkaeHny [TososkeHnsI 0 CUCTeMe MOHUTOPMHTA ABMKEHMS JIeKapCTBEHHBIX MTpernapaToB IJIst
MeOUIIMHCKOTO TIpUMeHeHus");

B) yTpaTui cuiy. - [locranosnenne IIpaBurensctsa PO ot 21.07.2020 N 1079;

r) uaeHTUdUKATOp CyObeKTa 06palieHs IeKApCTBEHHbBIX CPEICTB, OCYIIECTBUBIIETO OTTPY3KY
JIeKapCTBEHHOTO Iperapara;

I) - e) yrpatunu cuiy. - [loctanoBnenne [Ipasurenscrsa PO ot 21.07.2020 N 1079;

K) PEKBU3UTBI FTOCYAAPCTBEHHOTO MJIY MYHUIIUTIAJLHOTO KOHTPaKTa (B Cy4yae rmepeaaun JeKapCTBEHHOTO
rpernapara, peJHa3HaueHHOTO JIsl 0OecTieueHus IpaskaaH 3a CUeT CPeCTB (eepasbHOTO OI0IKETa VN
CpeACTB 010/3KeTOB CyObekTOB Poccuiickoit @enmepatinm);



3) UCTOYHUK PMHAHCUPOBAHMS,
") TUIT TPasKIAHCKO-TPABOBbIX OTHOIIEHMII CYO'beKTOB 00 paIlleH s JIEKAPCTBEHHBIX CPEJICTB;

K) KOJl MAeHTUIUKAMY WU KO, UIeHTUDUKALIMY TPETUYHO (TPAHCIIOPTHOI) YIIAaKOBKM JIEKapCTBEHHOTO
rperapara, B KOTOpOit HaXOAUTCS 3TOT JieKapCTBeHHbIN mpernapar (B cjiyuae repeaun TpeTUIHOM
(TpaHCIOPTHOI) YIIaKOBKY JIEKAPCTBEHHOTO Mperapara 1[eJMKOM);

JI) PEKBU3UTHI IIEPBUYHOIO JJOKYMEHTA, SABJISIOLLEr0CSI OCHOBAaHMEM [IJIs [lepeauyyt JeKapCTBEHHOro
rperiapara (IaTa M HOMeDp);

M) CTOMMOCTD JIEKapCTBEHHOTrO ITperapara (C y4eToM HaJiora Ha J00aBJIeHHYIO CTOMMOCTD) COTJIACHO
TIEPBUYHBIM JOKYMEHTaM;

H) CyMMa HaJjiora Ha JJ06aBIeHHYI0 CTOMMOCTb.

4. CyOobeKkT obOpaleHust JIeKapCTBEHHBIX CPEJICTB IIPY MOATBEPKIEHUM JOCTOBEPHOCTM CBEIEHMIA,
CoZepsKalIMXCs B CUCTeMe MOHUTOPUHTA O TIepeJaHHbIX WM IIPUHSTBIX JIEKAPCTBEHHBIX ITperaparax,
MpeJiCTaBJIsIET B CMCTEMY MOHUTOPMHTA CJIeAYIONTYI0 MHGOPMAaIlMI0 B OTHOIIEHUY Kaska0it TOproBoit
eIVHUIIbI JIEKApCTBEHHOrO Ipenapara:

a) laTa COBepIIeHM S Olepalyu;

0) uaeHTUUKATOP CYOBEKTA OO paleHNs JeKapCTBEHHBIX CPEICTB, OCYIIEeCTBIISIONIEr0 MOATBEPXKIeH e
CBeeHMI;

B) UIEeHTUDUKATOP CyO'beKTa 06pale sl 1eKapCTBEHHbIX CPeJICTB, PaHee OCYyIIeCTBUBIIETO
MpeicTaBJIeHMe CBeIeHN T 00 OTTpy3Ke MM IIPMEeMKe JIEKApCTBEHHOTO Tperapara;

r) KOJ MAEeHTUGUKAIMM WU KOJ, UAEHTUDUKALMY TPETUIHOI (TPAaHCIIOPTHO) YIIAKOBKM JIeKapCTBEHHOTO
rpernapara, B KOTOpOit HaXOAUTCS 3TOT JieKapCTBeHHbIN mpernapar (B cjiyuae repeaun TpeTUIHO’
(TpaHCIOPTHOI) YITaKOBKY JIEKAPCTBEHHOTO Mperapara 1[eJIMKOM);

II) IpU3HAK MOATBEePXKIeHNUS BO3MOXKHOCTU (HEBO3MOXKHOCTH) IIPUEMKU JIeKapCTBEHHOTO IIpernapara,
BpeMEeHHO BbIBeJIEHHOTO 13 0OpalieHusI 110 MHUIMATUBE YIIOJTHOMOUYEHHOTO (efepaqbHOTO OpraHa
VCTIOJTHUTEIbHO BIACTHU.

5. Cy6bexT obpalieHus JeKapCcTBEHHbIX CPeICTB, OCYIeCTBISIONMIT KOHTPaKTHOe (TTOAPSIIHOE)
MPOM3BO/ICTBO JIEKAPCTBEHHBIX MTpernapaToB Ha TeppuTopun Poccuiickoit ®enepauyu, mpu nepegaye
JIeKapCTBEHHBIX ITperapaToB (TOTOBOM MPOAYKIMN) YUaCTHMKY 060pOTa JieKapCTBEeHHBIX ITPerapaTos,
SIBJISIIOIIEMYCST 3aKa3UMKOM 3TOT'O KOHTPAKTHOTO (MTOAPSIIHOTO) IIPOU3BOJICTBA, ITPEICTAB/ISIET B CUCTEMY
MOHUTOPMHTA CJIeIyIOIIyI0 MH(pOpMaIMio O epefaHHbIX JIeKapCTBEHHbBIX IIperapaTax B OTHOIIeHUN
K&K 0/ TOPTOBOJ eIMHUIIBI IeKapCTBEHHOTrO IIperapara:

a) laTa COBepIIeHU Orepalyu;

6) nneHTnduKaTOp cyoGbeKTa 06paleHMS IEKAPCTBEHHBIX CPEICTB, OCYIIECTB/ISIONIEro epenavy
JIeKapCTBEHHOTO Tpernapara;

B) yTpaTui cuiny. - Ilocranosinenne Ilpasutensctsa PO ot 21.07.2020 N 1079;

r) uAeHTUHUKATOP CYObeKTa 00paleHNs JIeKapCTBEHHBIX CPEJICTB, OCYIIEeCTBIISIIONIErO MTPUEMKY
JIeKapCTBEHHOTO Mperapara;

1) yrpatuia cuny. - [TocranoBnenne I[IpaButensctsa PO ot 21.07.2020 N 1079;

e) Ko uaeHTUGUKALUM UIU KOI UAeHTUPUKAIIUMY TPETUUHOI (TPAHCIIOPTHOI) YIIaKOBKY JIEKaPCTBEHHOTO
rpemnapara, B KOTOpPO HaXOOUTCS 3TOT JIeKAPCTBEHHBIN Ipernapar (B cayJyae repegauu TpeTUuuHOn
(TpaHCIIOPTHO) YIIAaKOBKM JIEKAPCTBEHHOTO TIpernapara IejMKoM);



3K) peKBU3UTHI IEPBMUHOTO JOKYMEHTA, SIBJISIIOLIEr0Css OCHOBaHMEM JJ1s1 Tiepeaun JieKapCTBEHHOTO
rnpemnapara (gata u HoMmep).

6. Cy6beKT o6pallieHst IeKapCTBeHHBIX CPEICTB, BHIMOIHSIONINIT QYHKI[MM II0 ayTCOPCUHTY, TIpK ITepeaaye
JIeKapCTBEHHBIX IIperapaToB, 3aKyIllaeMbIX [IJ1s1 o6ecrieueHus TpakaaH 3a CueT CpeacTB ¢hemepaabHOro
oromKeTa u (M) CpeacTB OI0IKeTOB Cy0beKTOB Poccuiickoit demepanyin, MpeacTaB/sieT B CUCTEMY
MOHMUTOPMHTIA CAEAYIOIIYIO MH(GOPMALIMIO O epeJaHHbIX IEKaPCTBEHHbIX ITperiapaTax B OTHOIIEHUN
Kask[I0J TOPTrOBO eAMHMUIIbI IeKapCTBEHHOTO IIperapaTa:

a) laTa COBepIIeHM Orepalyu;

6) nneHTuduKaTop cyobekTa obpaiieHus IeKapCTBEHHbBIX CPEICTB, OCYIECTBIISIONIEro epenavy
JIeKapCTBEHHOTO Ipernapara;

B) UAEHTUDUKATOP CYO'bEKTa 00 paleHN s JIeKapCTBEHHBIX CPEICTB, OCYIIECTBIISIONIEr0 TPUEMKY
JIeKapCTBEHHOTO IMperapara;

I') PEKBU3UTBI TIEPBUYHOTO TOKYMEHTA, SIBJISIONIETOCS OCHOBAHMEM [IJIS Tiepeiau JIEKAPCTBEHHOTO
rnperiapara (IaTa 1 HOMep);

1) Kod uaeHTUdUKauuM Uin Koa uaeHTuduKauum TpeTUUHOM (TPaHCIIOPTHO ) YIIaKOBKM, B KOTOPO¥
HaxXOOMUTCS IeKapCTBEHHBIN Mpenapar (B cjiyyae nepemauy TPeTUUYHONM (TPaHCIOPTHONM) YITaKOBKU
JIeKapCTBEHHOrO Iperapara LeJInKoMm).

[Tpunoxenne N 7

K [ToyiokeHM10 O C1CTeMe MOHUTOPUHTA
I BVDKEHMS IeKapCTBEHHBIX NTPeNapaToB
IJ11 MeJULMHCKOTO IIpUMeHeHU T

[TEPEYEHDb
[MPUYVH BJIOKVPOBKY MPUHATHSA CUCTEMOM MOHWUTOPYHTA
NBVDKEHNMS JIEKAPCTBEHHBIX TIPEITAPATOB [JI1 MEAMIIMHCKOTI'O
IMPUMEHEHNS CBEAEHUI O BBOJIE B OBOPOT JIEKAPCTBEHHbBIX
[TPETTAPATOB /11 MEJVUIMHCKOT'O ITPUMEHEHIS, Ob OBOPOTE
1 (MJIN) BBIBOJE 113 OBOPOTA JIEKAPCTBEHHDBIX ITPEITAPATOB
JJI1 MEOULIMHCKOI'O ITPUMEHEHNM A

1. BoIsiBJIeHNEe HECOOTBETCTBMUS TPeOOBaHMIT K KAUECTBY B paMKax BbIOOPOUHOTO KOHTPOJISI KaueCcTBa
JIeKapCTBEHHBIX CPeICTB U GeepasbHOTO Ha/i30pa B chepe obpalneHus JeKapCTBeHHbIX CPeJCTB,
ocytiecTBisieMbix DeepanmbHOI CITYsKO0074 110 HAaA30py B cdhepe 31paBOOXPaHEHUS U ee
TepPUTOPUATIbHBIMY OPTraHaAMMU.

2. TIpunstue ®epepaynbHOI CIIYy3KO0¥i IO HA30PY B chepe 3ApaBOOXPAHEHMS 10 UTOTAM PACCMOTPEHMS
obpaieHus cyobekTa obpalleHus JeKapCTBeHHBIX CPeICTB pelleHs], COIepiKallero cBegeHus oo
o6HapykeHMM HeCOOTBETCTBMS BIMYIEHHbIX B 000POT JIeKapCTBEHHbIX MTPernapaToB AJis1 MeAUIMHCKOTO
TIpUMeHeHMs (Jajee - JeKapCTBeHHbIe MperapaThl) yCTaHOBAeHHbIM MUHUCTEPCTBOM 34, paBOOXPaHeHM s
Poccuiickoit @emepauyy Ipy perucTpaImm 3TUX JeKapCTBEeHHbIX IIPerapaToB TpeOGOBaHMUSIM.

3. IIpuusiTe MUHKUCTEPCTBOM 31paBooxpaHeHus Poccuiickoit ®enepanu pernieHnst 06 oTMeHe
roCyIapCTBEHHO perncTpanum JeKapCTBEHHOTO Tperapara B OpsiKe, YCTAHOBJIEHHOM ITYHKTOM 6
cratbyu 32 ®enepanbHOro 3akoHa "O6 ob6palleHUy JIeKapCTBEHHBIX CPEICTB".

4. OTCyTCTBME B CCTEMEe MOHUTOPMHTA IBVKEHMS JIeKAaPCTBEHHBIX IperapaToB (fajiee - CucTeMa
MOHUTOPMHTA) CBEJIEHNT O HAJIMYMY JIEKAPCTBEHHOTO ITperapara y cyobekTa oopaiieHust IeKapCTBEHHbBIX
CpeACTB, IIpeCTaBISIONIero cBeieHNsI 06 060pOTe 3TOTro JIeKapCTBEHHOTO Mperapara.

5. VicTeueHne cpoKa rOJHOCTY JIEKAPCTBEHHOTO TIperapara B COOTBETCTBUM CO CBEIEHUSIMHA,
3aperucTPMpPOBaHHBIMM B CCTEME MOHUTOPUHTA.



6. HecooTBeTCTBMe CBefeHMI1 O INI00AIbHOM UIeHTU(DUKAIIMOHHOM HOMepe TOProBOii e IMHUIIbI, HOMepe
pPerucTpanMoOHHOI0 YA0CTOBEepeH Y JIeKapCTBEHHOI'O [Ipernapara U gaTe perucTpauuy 1eKapCTBeHHOro
rperapara B TOCYAapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPEJICTB, MPeCTaBAeHHBIX CYO'bEeKTOM
obpallleHMs TIeKapCTBeHHBIX CPeJICTB IIPY OMMUCAHUY JIeKAPCTBEHHOTO IIperaparta B MHQOpMalMOHHbI
pecypc, obecrieunBawLIMii yueT 1 XpaHeHMe JOCTOBEPHbIX JaHHBIX O TOBapax M0 COOTBETCTBYIOII e
TOBapHOJ HOMEHK/IaType, COOTBeTCTBYIOILIMM CBeIeHMSIM, ITI0JTyYeHHbIM CUCTeMOJ MOHUTOPUHTIA U3
eIMHOI rocyAapCTBeHHOV MHGOPMAIMOHHO cucTeMbl B cdepe 31 paBOOXpaHeHMS.

7. Hpe,I[CTaBIIEHI/Ie B CICTEMY MOHUTOPIMHIA CBeIeHUM 0O Impoagaxe JieKapCTBEHHOTIO ITperiapaTta C
CbapMaHeBTI/I‘{eCKOI‘O CKIaga IIpu OTBETCTBEHHOM XPaHEHUMN.

8. IIpencraBiieHne B CMCTEMY MOHUTOPMHTA CBeIeHMIT 00 OTIpy3Ke (ITpoaaske) JIeKapCTBEHHOTO Mperapara
10 peErUCTpaluy B Helt CBeIeHMI1 0 BBOJIe B 000POT JieKapCTBEHHBIX MpernapaTosB.

9. IlpencraBieHne B CUCTEMY MOHUTOPUHTA CBeIeHUI C HapyIIeHeM TpeboBaHuuii ITos05keHMsT 0 cucTeMe
MOHUTOPMHTA IBVSKEHMS JIEKaPCTBEHHBIX ITPEnapaToB A1t MeAULIMHCKOTO IPUMeHEeHUSsI, YTBEPXKIEHHOTO
roctaHoBynieHneMm [IpaBuTenbcTBa Poccuiickoit @emepaniviu ot 14 mekabpst 2018 r. N 1556 "06
yTBepxkaeHnu I10/10KeHMs 0 CMCTeMe MOHUTOPMHTA IBVOKEHMS JIeKapCTBEHHBIX ITPEeIapaToB s
MeOULIVHCKOrO IpUMeHeHus".

10. OTcyTCTBME B CMCTEME MOHUTOPUHTA CBEIEHNI O HATUMUNM Y CYObeKTa 00paleHns JieKapCTBEHHBIX
CPeACTB JIMIEH3UIA, TIPeIOCTaBISIIONIMNX CYyOBEKTY 0OpaleHNs JeKapCTBeHHbIX CPeACTB ITpaBo Ha
OCyLIeCTBJIeH)e COOTBETCTBYIOILUX OIepaLyii.

11. OTcyTCcTBME CBEleHNII O 3asiBuUTese B EAMHOM rocygapCTBEHHOM peecTpe IPUAUYECKUX JIULL KaK O
IeVICTBYIOIEM IOPUAUUYECKOM JIulie, Win B EIMHOM rocyapCTBEHHOM peecTpe MHAUBULYAIbHBIX
MpeaIrpuHUMaTesieil Kak O NeiCTBYIeM MHAUBUIYIIbHOM IIpeAIIpMHuMaTesie, Wi B rOCYyIapCTBEHHOM
peecTpe aKKpeIMUTOBAHHBIX (QMUINAJIOB, IPEACTABUTEILCTB MHOCTPAHHBIX IOPUAMUECKMX JIUIL KaK O
neiicTByIeM dhuinaie Win MpeacTaBUTeIbCTBE MHOCTPAHHOTO I0OPUANYECKOTO JIMIla Ha TepPUTOPUN
Poccuiickoit ®egepauym.

12. Hanmnume B EIMHOM rocyiapCTBEHHOM peecTpe I0pUANYeCKMX JnL, B OTHOLIEH UM 3asiBUTENIS 3alIUCH O
HeI0CTOBEPHOCTM CBefleH!i1, BHECEHHOJ B COOTBETCTBUM C ITyHKTaMu 5 u (uin) 6 ctatbu 11 @enepanbHOTO
3akoHa "O rocygapCTBEHHONM perucTpaluy IpUAMIECKUX JIUI, U MHOUBUAYAJIbHBIX MIpeJIpUHMMaTesnen".

13. Haimume oCHOBaHMIA 111 OTKa3a B perucTpaluy CBeieHnii 0 HaHeCeHUM CPeACTB UAeHTUhUKALIUN,
MpeayCcMOTPEeHHbIX ITYHKTOM 9(3) [1o/105keHus 0 cuCTeMe MOHUTOPUHTA ABVOKEHUS JIeKapCTBEHHBIX
IpenaparToB i1 MeOUIIMHCKOTO MPUMEHEeHMs, YTBEPKIEHHOTO MOCTaHOBIeHeM [IpaBuTenbCcTBa
Poccuiickoir ®emepanymu ot 14 mexka6pst 2018 r. N 1556 "O6 yrBepskaeHum [1o10KeHMs O cucTemMe
MOHMUTOPUHTA JBVKEHMS JIEKAPCTBEHHBIX MIPenapaToB A1 MeAUIMHCKOTO IPUMEHEHMS ",

14. TIpuHsaTHe MMHMCTEPCTBOM 3ApaBooxpaHeHMs Poccuiickoi demepaliiy pemieHns O MPpUOCTAaHOBIEHUM
MIpMMeHeHMsI JIeKapCTBEHHOTO ITperapaTa B COOTBETCTBUM C YaCThIO 7 CTaThy 64 U cTaTheii 65
denepasbHOTO 3aKoHa "O6 0OpaleHnM JeKapCTBEHHbIX CPenCTB".



